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MIHICTEPCTBO OXOPOHH 310POB’SI YKPAIHH

ByI. M.I'pymieBcrkoro, 7, M. Kui, 01601, ten. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, kon €JIPTIOY 00012925

No Ha No BIJ

JepkaBHa peryJsiTopHa
ciayxda Ykpainn

YV momaroxk mo mucrta MO3 Bim 05.01.2023 Ne 24-02/311/2-23,
@dapmarieBTiuHe  ympaBiaiHHs  MO3  Hajacunae  JIOOMpallbOBaHUM — aHAI3
PETYJISTOPHOTO BIUIMBY N0 MPOEKTY 3akoHy Ykpainu «lIpo BHeceHHs 3MIHU [0
cratTi 2 3akoHy Ykpainu «[Ipo ocoGamBOCTI 3MIMCHEHHS JEp>KaBHOTO HAIJISITY
(koHTpoOJI0) Yy cdepl TOCTIOAAPCHKOT ISUIBHOCTI MOAO0 (PI3UYHUX OCIO - MIAPUEMIIIB
Ta IOPUIUYHHUX OCi0, K1 3aCTOCOBYIOTH CIPOILEHY CUCTEMY OIMOAATKYBaHHS, OOJIKY
Ta 3BITHOCTI», KUK OYyJIO JAOOMpanbOBaHO BIAMOBIIHO A0 PEKOMEHAAIINA, HAJaHUX
Jlep>kaBHOIO PETYJISITOPHOIO CiTy)0010 Ykpainu 22 motoro 2023 poky.

HNonartok: Ha 31 apk. (B 1 nmpum.).
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B. 0. HaYaJIBbHUKA

dapMaleBTUYHOT0 YIIPABJIIHHSA Oaexkcanap I'PINEHKO
I'anna PAJAKEBUY (073) 108 55 68 EHICTERCTED DADPOHA 20P0E Vi
TEEEREl Acyn] "NOK NMPO® 3" 24-02/6957/2-23 BIO 2003.2023
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Mianucanna KEM MpiueHko Onekcanap Bonogumuposy
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AHaJIi3 peryasitTopHoro BIUIMBY
npoekty 3akony Ykpaiuu «Ilpo BHecenns 3minu 10 crarTi 2 3akony Ykpainn
«ITpo ocobumBocTi 37iliCHeN s 1ePKABHOIO HATJSIAY (KOHTPOJIIO) Y chepi
FOCHOAAPCHKOL JisIbHOCTI 111010 Pi3HUHHX 0¢if - niAnpHEMUIB Ta IOPHAHIHAX
0¢i0, AIKi 32CTOCOBYIOTH CIIPOILEHY CHCTEMY ONIOJATKYBAHHS, 00J1iKy Ta
3BITHOCTI»

I. Busznayenus npotiemu

3rizHo 3i crarrero 14 3akony Yipainn «IIpo mikapcbki 3aco6M» KOHTPOIIb 3a
SAKICTIO  JTIKAapCBKMX 3ac00iB  Ta yMOBAMM iX BHMpPOOHMLTBA 3iHCHIOETBCS
LCHTPAJIbHUM OPraHOM BUKOHABYOI BIIA[M, 110 peali3ye JAep)KaBHY IOJITHKY Y
chepi KOHTPOIIIO SKOCTI Ta Oe3MEKH JIiKapchbKUX 3aco0iB.

IIoBHOBaXKEHHA Ta MpaBa 110CaJ0BHX OCI0 LEHTPAJbHOTO OpPraHy BHKOHABYOI
BJIAJM, 11O peaidye AepKaBHY MOMITHKY y cdepi KOHTPOIO SKOCTI Ta Ge3nekw
MKapChKUX 3ac06iB, BU3HaueHi crarteio 15 3akony Vkpainm «IIpo jikapcbki
3aco0m».

Biamosinno 10 nonoxens crarti 5 3akony Ykpainu «IIpo HapkoTHuHi 3aco0w,
TIICUXOTPOIHI PEYOBHHH 1 MPEKYPCOPH» LEHTPAILHUI OpraH BUKOHABYOI BJIA/IH, 1110
3a0esneuye GopMyBaHHA AepKaBHOI NIOMITHKH y cepi 06iry HapKOTHUHKX 3aC06iB,
MCUXOTPONHUX PEYOBHH, 1X AHAJIOTIB 1 NMPEKYpCcOpiB, MPOTHAII iX HE3aKOHHOMY
00iry, B MexaX CBOiX MOBHOBaXeHb, 30KpeMa, 3abe3neuye BHKOHAHHS IbOTO
3aKoHy, IHIUIMX HOPMATHUBHO-IIPABOBHX AKTiB y cepi 06iry HapKOTHUHHX 3acOBiB,
NCHXOTPOITHUX PEYOBHH 1 NPEKYPCOPIiB; OPraHi3oBye Ta 3MIACHIOE JIepKaBHHMIL
KOHTPOJIb y C(epi 00iry HApKOTHYHHX 3acO0iB, ICHXOTPONMHMX PEUOBHH |
MPEeKypCOPiB; BKMBAC BIANOBIIHUX 3aXO0/iB 1I0/I0 YCYHEHHS NOPYLIEHb, BHABJICHHX
MiJ1 9ac 37iHCHEHHs KOHTPOMO y cepi 06iry HapkoTHUHMX 3aC06iB, MCHXOTPOIHHX
PEYOBHH 1 IPEKYPCOPIB; 3iHCHIOE iHILI MOBHOB&KEHHS BiAMOBIIHO 10 3aKOHY.

3 01 ciuns 2016 poky Berynuna B cuiny Komsenuis Paau €sponu npo
MiApo6aeHHs MeAMYHOT NpOoAyKUii Ta MOAIGHI 3M0YMHM, WO 3arpOXKYIOTh OXOPOHI
310poB’s, ska patudikoBaHa 3akoHoM VYkpainum Bix 07 uepHa 2012 poky
Ne 4908-VI «Ilpo parudikauiro Kousenuii Pagn €ponu npo nigpobnenns
MEMYHOI MPOAYKUIl Ta NOAIOHI 3710YMHH, LI0 3arPOKYIOTH OXOPOHI 370pOB’s»
(mami — Kousenuis «Medicrime»).

3rigno 3i crarreto 1 Konsenuii «Medicrime» ii MeToio € 3anobiranus 3arposi
OXOpOHI 3/10poB’s Ta GopoThba 3 miapobiennsM Meauunoi npoaykuii. Crarreo 18
Konsenuii «Medicrime» nepenbauero, mo koxna CTopoHa Mae BKMBATH
HeOOXiTHMX 3aKOHO/IABYMX Ta IHLIMX 3aXOJiB /Ul BCTAHOBIEHHS BHUMOT SKOCTI Ta
Oesnexu, B ToMy uMcili Ge3MeYHOr0 PO3MOBCIOKEHHA MEAMUYHOT NPO/IYKIL] HIITXOM
3an00iraHHsi HE3aKOHHOMY TMOCTAYaHHIO MiAPo0JIEHOT MeAM4HOI MPOYKILil,
aKTUBHHX PEYOBHH, €KCLHUITIEHTIB, YaCTHH, MaTepiajiB Ta aKCeCyapis.

Y To#t ke uac, BianosiaHo a0 Kouctutyuwii Ykpainm moauua, 1 KdTTS i
3/10POB’s BU3HAIOTHCS HAMBHILOK COL[AIbHOIO LIHHICTIO, a 3TiHO 3 MOJOKEHHAMH
yacTHHH nepuioi crarri 49 KonetuTyuii YKpaiHu KoKeH rpoMajisHuH Mae 1paBo Ha
OXOpOHY 310poB’s. KpiM 1bOro, 3rilHO 3 BHMOTaMM YaCTHHHM TPEThOI CTATTI 22
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Koncruryuii Vipainu, npu npuiHATTI HOBMX 3aKOHIB a60 BHECEHHI 3MiH 10
YHHHHX 3aKOHIB HE JONYCKAEThCA 3BYXKEHHS 3MICTY Ta 00CATy iCHYIOUMX IIpaB i
cB00OJ rpoMazsiH YKpaium.

Boznouac, 3akonom VYkpainn «IIpo ocoGnuBocti 3aiCHEHHS HepKaBHOIO
HarAay (KOHTpOmO) y chepi rocnomapchkoi AisibHOCTI MOA0 Gi3HYHHX OCID -
NINPHEMIIB  Ta IOPHAMYHHX 0Ci6, sKi 3aCTOCOBYIOTH CHPOLIEHY CHCTEMY
OIIOJATKYBAaHHS, OOIKYy Ta 3BITHOCTI» BH3HAY€HO 0COOIMBOCTI 3iliCHCHHS
AEPXKABHOTO Hariay (KoHTposio) y cdepi rocnoaapchkoi MisIBHOCTI IMIOAO
(i3ndHMX 0Ci6 - MIANPHEMLIB Ta IOPHAMYHUX OCI6, sKi 32CTOCOBYIOTH CIIPOLLEHY
CHCTEMY ONOAATKyBaHHs, 00Ky Ta 3BiTHOCTI. [lisi 1bOro 3aKOHY MOMIHPIOETECS HA
bi3nannx oci6 - mianpHeMuiB, fAKi He 3apeeCTPOBaHi IUIATHMKAMH MOJATKY HA
[I0/1aHy BapTICTh, AIUIBHICTH SKHX HE BiJHECEHA 10 BHCOKOTO CTYICHSI PH3HKY
BIATOBIHO 10 3aKOHY, Ta IOPHIAMYHHX OCi0, SKi 3aCTOCOBYIOTh CHPOLIEHY CHCTEMY
OnoJaTKyBaHHs, OONIKy Ta 3BITHOCTI, IO Nepeadadae BKIIOYEHHS MONATKY HA
ZI0/1aHy BapTICTh JO CKJIAAy €JMHOTO MOAATKY, MisTIbHICTH SKUX HE BiJHECEHA 0
BHCOKOIO CTYICHS PHU3WKY BIANOBIAHO N0 3aKOHY, OKPIM CYCIIJIbHHX BiIHOCHH,
OB’ A3aHUX 3 ACPKABHUM KOHTPOJIEM 3a JOTPHMAHHSAM 3aKOHOJABCTBA TPO XapuoBi
MPOAYKTH, KOPMH, TMOOIYHI MPOAYKTH TBAPHHHOIO MOXOKEHHS, 3/0pOB’Sl Ta
G1aronoryyus TBapuH.

Y TakoMy BHNAAKy, OpraHM JAepKaBHOTO HArjsmy (KOHTPOMIO), iX MOCamoBi
OCOOHM MpPOBOAATH [UIAHOBI Ta TO3AIUIAHOBI 3aXOAM JEPKABHOIO HATISAY
(KOHTPOJIIO) 3a NOACPXKAHHSM CAHITAPHOTO 3AKOHOJABCTBA, 3aKOHOABCTBA po
panko, 3aHHATICTL (Y TOMY 4MCIi 3aHHATICTH Ta NpaueBnalITYyBaHHS iHBANiIiB),
Mpo  peKnamy OO peKJIaMH Tpo BakaHcii (nmpuiioM Ha poboTy), mpo
3arajibHOO0OB A3KOBE JIEPXKaBHE COLia/IbHe CTPAaxXyBaHHs B YaCTHHI MPH3HAYCHHS,
HapaxyBaHHs Ta BHIUIATH MaTepialbHOro 3a0e3neyeHHs CTPAaXOBUX BMILIAT,
HaJaHHA colabHUX nocayr (ctarrst 3 3akony VYkpaiam «IIpo ocobmmusocti
3MIICHEHHS IepKaBHOTO HArAAy (KOHTPOmo) y cdepi rocnoaapehkoi AisibHOCT
oo (isHYHUX 0OCi6 - miAnpHEMIB Ta OPHAMYHHX OCi6, AKi 3aCTOCOBYIOTH
CMPOLICHY CHCTEMY OI0aTKYBaHHSA, 00Ky Ta 3BITHOCTI»).

Bozuouac, Bumorn umnHOi penakuii 3akony Ykpaimm «IIpo ocobmmsocrti
3MIHCHEHHSA JepPXKABHOTO HATIsILY (KOHTPOJIIO) y chepi ToCnoaapehKoi AisIbHOCTI
woao0 (GisHYHMX 0ocCi6 - MiANPHEMIIB Ta IOPHAMYHMX OCiO, sAKi 3aCTOCOBYIOTH
CNIPOIICHY CHUCTEMY OIOAATKYBaHHA, OOJIKy Ta 3BITHOCTI» MPH3BOAATH 0
3BY)KEHHS| 3MICTY Ta 06CAry KOHCTHTYNIHHHX NpaB i cBoGOa rpoMaasH YKpainu y
4acCTHHI 3a0€3MEYEHHs HANEKHOTO PiBHS 1X 3aXMCTY Bijl WIKiIJMBOrO BIUIMBY HA
HHUX (DAKTOPiB HABKOJMIIHLOTO CEPEOBHILA Ta GE3MEUHOCTI CIOKHUTHX JIKAPCHKHX
3ac00IB (B TOMY YMCIIi BUTOTOBIICHHX 3 KPOBi JIOAWHM ab0 KOMMOHEHTIB KPOBI, i
THX, IO MICTATh HAPKOTHYHI 3aCO0M, NCHXOTPOINHI PEYOBHHH i MPEKYpPCOpH) y
3B’513Ky 3 MOMUIHBICTIO HE/IOJePIKaHHs 3a3HAYEHUMH CY6 €KTAMH TOCIOAaPIOBAHHS
BHMOT 3aKOHO/JABCTBA 1110/10 3a0e3neUueHHs AKOCTI JIIKapChbKUX 3ac00iB, MileH31HHIX
BUMOI TPOBA/DKCHHS TIOCNOAAPCHKOI JIAIBHOCTI 3 BHPOOHMUTBA JIKAPCHKUX
3aco0iB, ONTOBOI Ta pO3aPiOHOT TOPriBi NiKAPCHKUMH 3acobamu, iMNopTY
MKapChKUX 3aco0iB (KpiM aKTHBHUX (APMALEBTHYHMX IHTPEicHTIB), 06iry
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HapKOTHYHHX 3aC001B, IICHXOTPOIHHX PCYOBHH i IIPEKYPCOPIB.

KpimM Toro, HeoOXimHo 3a3HauMTH, MO Cy0’€KTH TOCHNOJAPIOBAHHS, SKi
NPOBAIATH TOCHOAAPCHKY [ISUIbHICTh 3 BUPOOHHUITBA JIIKAPCHKHX 3aC00iB, IMIOPTY
JIKapChKUX 3ac00iB (KpiM aKTHBHHX (DapMaUEBTHHHMX iHTPENi€HTIB), ONTOBOI Ta
po3apibHOi  TOpriBii  JliKapchKMMH  3aco6amu, 06iry HApKOTHYHHMX 3aco0is,
TNCHXOTPOITHMX PEYOBUH 1 IPEKYPCOPiB, BpaxoByIoun nyHKT 5 Kpurepiis, 3a skumu
OLIHIOETHCA CTYNiHb PH3MKY Bi/l POBA/DKEHHS [OCIIOAAPCHKOT isUILHOCTI y cohepi
BUPOOHHIITBA JIKAPCBKUX 3ac00iB, ONTOBOI Ta PO3ApiGHOI TOpriBimi JiKapCHKHMH
3aco0aMu, IMIOPTY JIIKAPCHKUX 3aco0iB (Kle AKTHBHHX d)apmaueamqﬁux
IHIPETIEHTIB) Ta y cdepi KOHTPOIO AKOCTI JIKAPCHKMX 3aco0iB i BH3HAYAETHCS
NEePiOAMYHICTE 3AiICHEHHS IUIAHOBHX 3aXOMIB ACPKABHOIO HAISLY (KOHTPOIIO)
JepxaBHOWO ciyx00r0 3 JiKapchKHX 3ac00iB Ta KOHTPOMIO 32 HAPKOTHKAaMH,
3aTBEP/LKEHHUX MocTaHOBO Kabinery Minictpis Ykpainn Bix 05 uepsus 2019 poky
Ne 465, ta mynkt 4 Kpurepii, 3a SKAMH OLIHIOETBCS CTYNiHb PH3HKY BiX
[IPOBA/KEHHS TOCMOAAPCHKOI AlsIbHOCTI Y chepi obiry HapkoTHUHMX 3acobiB,
NCHXOTPOMHUX PEYOBHH i MPEKYPCOPIB Ta BU3HAYAECTHCS TEPIOAMIHICTD 3/TiiICHEHHS
MIIAHOBHX 3aXOJIB JEpKaBHOrO Harsady (KOHTpomw) JlepkaBHOIO ciyk000 3
JIIKapChKUX 3aCO0iB Ta KOHTPOJIO 33 HAPKOTHKAMH, 3aTBEP/UKEHHX ITOCTAHOBOK
Kabinery Minictpis Ykpaiun Bix 02 rpyaus 2020 poky Ne 1185, MoxHa BignecTw
10 Cy0’€KTIB roCTOIapIOBAHHS 3 BUCOKHM CTYNEHEM PH3UKY HACTAHHS HEraTHBHHUX
HAC/IJKIB BiJl NPOBAUKCHHS TOCMOAAPCHKOT JAiIBHOCTI y cepi BHpOGHMLTBA
JKapChbKMX 3aco0iB, ONTOBOI Ta PO3APiGHOT TOPTiBNI JIKAPCHKMMH 3acobamu,
IMIIOPTY JIIKapCBKHX 3aco0iB (KpiM aKTHBHHX (papMALEBTHUHHX iHIPEIi€HTIB), y
chepi KOHTPOMO SKOCTI NiKapchKMX 3aco6iB Ta y cdepi KOHTpOmIO 3a 06Girom
HapKOTHYHHX 3aC001B, ICMXOTPONHHX PEYOBHH i [IPEKYPCOPIB.

Y Toii e Yac, BpaXoBYHOUH IOCTiifHI MOpATOpii Ha NPOBEIEHHS MEPEBIPOK 3
MUTaHbL 3a0€3MeYEHHs SAKOCTI JKApChbKMX 3aco0iB, IIO 3HAXOAATHCH B OOIry,
3POCTaHHs KIJIBKOCTI JTIKapChKHUX 3aC00iB, BBE3EHHX 3 MOPYIICHHIM 3aKOHOIaBCTBA
(xoHTpabanaa) mMTaHHs 3AifCHEHHA AEPKABHOIO KOHTPOMO SIKOCTI JiKAPCHKHX
3ac00iB cTae mie OUIbLI aKTYaIbHUM Ta TOTPeOye BiAMOBIHUX 3MiH,

Crix 3asHauuty, wo craHom Ha 01 nunss 2022 poky KimbKicTh Cy0’€KTiB
rOCroAapioBaHHs, 10 MAKOTh JILEH31i HA NPOBA/UKEHHA TOCTIOAAPCHKOI JisAbHOCTI
3 BUPOOHHLTBA JIIKAPCHKHX 3aC00iB, ONTOBOI Ta PO3APIGHOI TOPriBIi JIKAPCHKUMH
3aco0amu, IMIOPTY JiKapchbKHX 3aco6iB  (KpiM akTHBHHX (hapMaleBTHYHHX
IHTPE/IIEHTIB), CKJIaNa;

Kinbkicrs cy0’ekTiB rocnosapiosanns, o MaTs Jinensii Ha NpoBaKeHHs
rocnoAapchKoi AislIbHOCTI 3 BUPOGHMUTBA JliKAPCLKHX 3ac06iB, ONTOBOI Ta po3apionoi
TOPriBJIi NIKAPCLKUMH 3acobamu, iMNOPTY JiKapcLbKHX 3ac06iB (KpiM aKTHBHUX
(apmaneBTHYHMX iHrpeaicHTIB)

Bupobuuurso Onrosa Po3api6na Toprisasi, B Tomy Pazom
ImnopT (mpomuciose) TOpriBJjIs 4HCJai BUPOOHHUTBO B yMOBaX
ANTEKH

207 127 391 5985 6615




Opi€eHTOBHO,

KUIBKICTD

cy0’exTiB

roCroAaproBaHHs,

1o

3MIMCHIOIOTh

MEJMYHY NPAKTHKY, cTaHOBUTH 20899 miuensiaris. 3a3HaueHa KilbKicTh Cy6’ €KTiB
FOCIONApPIOBAHHS OJIEPKaHa, 3 METOK INPOBEICHHS YMOBHHMX pPO3DaxyHKiB, 3a
JlaHMMH  Bigomoctelt JlineHsiifHOro peectpy 3 MeauuHoi NPaKTHKH CTaHOM Ha
01 mnas 2022 poky WoA0 KiJILKOCTI JilieH3iaTiB.
Tak, 3a cratMCTHYHOW iH(OPMALIEI MOJO BCTAHOBJICHHS 3abopoH 00iry
JKapChKUX 3ac06iB Ha TepuTopii Ykpainu y nopisusinui 2012 — 2022 POKIB:

Poku 2012

2013 | 2014

2015
(MoO-
paro-
pii)

2016
(Mo-
pato-
piii)

2017
(mo-
pato-
piii)

2018

2019

2020

2021 | Cran
OM HA
01.06.

2022

Posnopsiaxenns 511
npo  3aGopomy

obiry JI3, 3 uux:

820 | 683

183

116

106

125

199

103

117 35

Poinopsmkenns 174
ox0
cybcTanaapTHHX

JI3

185 101

31

24

27

85

51

26

40 12

Poznopsiaxenns 66
mono
panbcudikopan
ux Ji3

82 107

31

3l

18

21

Posnopsixennsn 262
oo
He3apeecTpoBan

ux JI3

306 | 215

43

27

66

33

23 7

Posnopsixenns 3
o0 J3,
BBE3CHHX 3
NOpyHIeHHAM

48

38

55

36 7

BianoBsiaHo 10 CTaTHCTHYHMX JAaHUX MepeBipok cy6’ekTiB rOCIOapOBaHHs
LO/I0 I0/IEPIKAHHS JTILEH3IHHUX YMOB MPOBAKEHHS FOCMOAAPCHKOT IisTLHOCT 3
ONTOBOI Ta PO3APIOHOT TOPriBi JTiKAPCHKHMK 3aC06aMH 3a epioH:

2018 2019 2020 2021 Cranom na
05.07.2022

3nilicneno  mianoBux | 1040 1452 328 19 8
nepesipok
3nilicneno 91 274 87 63 2
M03ar/JIaHOBHX
nepesipoxk
Buaano posnopsitkens 792 1097 248 50 8
npo YCYHEHHsI
NopyuieHb
JiueH3iiHuX ymoB
IpuiinnTo pimens npo 197 379 71 9 0
AHYJIIOBAHHSA Jilen3ii
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Cepenniii BIICOTOK NPHHHSTTS pillleHHS WIONO AHY/IIOBAaHHS JileH3ii Ha
MPOBA/KEHHA I'OCIIOAAPCBKOI [isILHOCTI 3 ONTOBOI Ta pO3ApiOHOI TOpPriBmi
JMKApCHKUMH  3acobamu ckiiajiae opieHTOBHO 14%. To6To, Opi€HTOBHO KOXHa
6 miueH3is Ha NMPOBAKEHHs TOCMOJAPCHKOI AIUILHOCTI 3 ONTOBOI Ta PO3APIGHOT
TOPTiBIi JTiIKapCLKMMH 3ac00aMH 32 Pe3yJIbTaTaAMHU TIEPEBIPKH aHYITIOETHCS.

KpiM TOro, 3riqHo 3 ysarajibHeHMMH AQHHMH IIPO pE3yJbTATH IIEPEeBIpPOK
AOAEPHKAHHA CYO’€KTaMH TOCNOJAPIOBAHHSA, 1O 3AIHCHIOTL BHPOGHHMITBO,

peamizauiio, 30epiraHHs Ta BHKODUCTAHHS  JKAPCHKMX  3ac06iB, BHMOT
3aKOHO/IaBCTBA LI0/0 SKOCTI 3a MEPIOH:
2018 2019 2020 2021 Cranom Ha
01.07.2022
3ailicneno nepesipok 1890 2295 824 354 75
CI'/l, 3 uux:
NJIAHOBHX NepeBipok 1525 1723 463 9 0
No3aMJIaHOBHX 148 375 226 182 25
nepeBipok
i3 3aay4eHHaM 217 197 135 163 50
Hapano npunucis npo | 1316 1512 435 31 6
YCYHEHHsI MOpYIIeHbL
Haaano npunucis npo 564 535 116 8 8
3abopony JI3
IIpuiinsiTo nocranos 407 506 127 9 3
Crarnyro  mrrpadis, | 179775 237382 59041 4760 585
TPH.
Ormxke, 3a pgani  mepiogy  cepeimiii  BiACOTOK  KiNbKOCTI cy0’ekTiB

FOCIIO/IapIOBAaHHSA, B SKHMX BMABJCHO MOPYIIEHHS BHMMOT 3aKOHOJABCTBA MO0
AKOCTI JIIKAPCHKHX 3aCO01B, CTAHOBHTE Op1€HTOBHO 41 %.

AHalli3  pe3ynbTaTiB  MepeBipOK  AOAEP)KAHHA BHMOI  3aKOHOJABCTBA
Cy0’€KTaMH TOCMOJApIOBAHHA, W0 3AIHCHIOIOTE BHPOOHHIITBO, peauizaiiiio,
36ep1raHHﬂ Ta BHKOPHCTAHHS JIKapChKUX 3aco0iB, MPOTArOM OCTaHHIX POKiB,
CBIZAYMTH PO HASABHICTH TAKOI CTPYKTYPH NOPYIICHB, 30KpeMa:

HEBHKOHAHHS PO3IIOPS/KEHHS PO YCYHEHHS! [IOPYILEHb;

HEJOCTOBIPHI BIAOMOCTI Yy JIOKYMEHTAX;

HasBHICTh MOBTOPHOIO MOPYIICHHS;

BIICYTHICTh MaTepialbHO-TEXHIYHOT Oa3u;

HEHAJIC)KHE BUKOHAHHA YIIOBHOBAXEHOK 0C00010 CBOIX 000B A3KiB;

BIJICYTHICTh IUIaHy T€PMiHOBHX JIiii /I BUIIyYeHHs y pasi moTpe6u mikapehkux
3aco0iB 13 IpoJaxy;

HEJIOTPMMaHHA BUMOT BIJIIyCKY JIIKAPCHKHX 3aCO0IB 3 alTEYHOTO 3aKIay;

HEPETYNsAPHE MPOBE/ICHHS METPOJIOriYHOI MOBIPKM 3ac06iB BHUMIPIOBAAbHOL
TEXHIKH, @ TaKOX BIACYTHICTh 3aTBepUKEHOro rpadiky METpPOJNOTidHOI MOBipKH
3ac001B BUMIPIOBAJILHOT TEXHIKH, IIOTOKEHOT0 B YCTAHOBJIEHOMY TTOPSIKY;

HCJIOTPUMaHHA BUMOI'M 3aKOHO/ABCTBA I110/10 3a0e3neueHHs KOHTPOIIO AKOCTI
JIKapChKHX 3aCO0iB;
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CaHITapHUH CTaH NPUMILIEHb Ta YCTATKYBAHHN ANTEYHOTO 3aKjaly He
BIIIOBIA€ BUMOTaM CaHITapHO-NPOTHENIAEMIYHOTO PEXKHMY ANTEYHHX 3aKJIAJIiB,
110 BCTAHOBJICHI YUHHUMH HOPMATHBHO-IIPABOBUMH aKTaMH,

[EPCOHAJI HEe Ma€ BIANOBIAHOI crieniaibHOT OCBITH Ta KBaslipiKawii;

[ICPCOHAJl HE MNPOWIIOB BIANOBIJHE HABYAHHS [MIOAO HAIEKHOI NPAKTHKH
30epiranHs, npoueayp Ta 060B’A3KiB;

HE 3aTBEPIKCHI Ta/abo He aKTyami30BaHi mnocajoBi iHCTPYKuii /s
CrierianicTiB;

CKJIaA, TIJOWAa Ta PpO3TAUIYBAHHS MPHMIIIEHb AaNTEYHOroO 3aKiajy He
BIANOBIZAKOTH BUMOraM, BCTAaHOBJICHUM JlilieH31HHUMH YMOBaMH;

HE 3a0e311e4€H0 YMOBH BilllTyCKY peLeNTypHHX JKapChKHX 3aCO0iB;

BUI'OTOBJICHHSA JIKapCHKMX 3aco0iB B yMOBAaxX anTekh Ta MPOBEACHHS
KOHTPOJIIO AKOCTI BUPOOJICHHX (BHIOTOBIIEHHX) JIIKAPChKHX 3aCO0IB 3iiCHIOIOTHCS
3 NOPYIIEHHAM 3aKOHO/IaBCTBA;

BX1/IHMH KOHTPOJIb IKOCTI JIIKAPCHKUX 32C00IB He NPOBOANTHCS:

HEJOTPHUMAaHHs BUMOT 1100 3a00poHH 06iry (peanizauii) jikapchbKux 3acobiB;

BIACYTHICTD ~ NMOKAa3HWUKIB y  ceprudikari  skocTi BUpOOHHMKa  abo
HEBIAMOBIAHICTH BUMOT /10 HHUX;

HEBIATOBIZHICTH 32 MIOKa3HHKOM «MapKyBaHHS»,

HEBI/INOBIHICTE 3@ MOKA3HUKOM « Y TIAKOBKaY !

HEJJOTPHMaHHA YMOB 30epiraHHs JiKapchbKuX 3aco0iB;

OPYLICHHS TEMIIEPATYPHOIO PEXKUMY TPH TPAHCTIOPTYBAHHI;

HEBIATOBIIHICTE BUMOTaM LIO/I0 TEPMiHIB NPHAATHOCTI JTIKapPCHKUX 3aC00iB.

BpaxoByioun BHIIEBHKTA/EHE, 32 BIACHOK iHIILIATMBOIO PO3POGICHO IPOEKT
3akoHy VYkpainu «Ilpo BHeceHHs 3MiHM 10 crarTi 2 3aKoHy Vkpainu «lIpo
0COOIMBOCTI 37i/ICHEHHA IEPKABHOO HArIAAy (KOHTPOIIO) y cdepi rocrnogapceKoi
AiSNBHOCTI 1040 (isuuHMX o0cib - MANPHEMLIB Ta IOPUAMYHUX OCI0, sKi
3aCTOCOBYIOTH CIPOLICHY CHCTEMY ONOAATKyBaHHsA, OOMIKYy Ta 3BITHOCTI» (mami —
NPOEKT 3aKOHY), AKMH CNPSAMOBAHUH HA AOTPHMMAHHA BHMOT CTATTi 3 Ta YaCTHHH
nepmoi crarti 49 Koncturynii Ykpainu, Ta 3abesnedeHHs 3aificHeHHs 3aXOJIiB
ACPKABHOIO HArisAay (KOHTPONKO) y cdepi KOHTPONK SKOCTI Ta Oe3neKku
JKapChKHMX 3ac06iB, CTOCOBHO J0AEP/KAHHS JLEH3IaTAMM JiLEH3IHHUX BHMOT
MPOBAIDKEHHA TOCINOAAPCHKOT MIIBHOCTI 3 BHPOOHHMITBA JiKapChbKUX 3aco0iB,
ONTOBOI Ta PO3APIOHOI TOPriBIi JiKapchkMMH 3acobaMm, IMMOPTY JHKapChKHX
3ac00iB (KpiM aKTMBHMX (apMaleBTHUYHUX IHIPEi€HTIB), 06iry HapPKOTHYHHX
3aC00IB, NICHXOTPONHUX PEYOBHH i NIPEKYPCOpiB (aami — cdepa KOHTPOIO).

Tak, npuitnarrss npoexty 3akony Oyne cnpusaTH: 3a0e3MEYEHHIO NAlliCHTIB
AKICHUMH Ta Ge3neyHuMH JIKApCHKHMH 3aco0aMu; CTBOPEHHIO YMOB, 110
FapaHTylOTh HA/JXO/UKCHHS Ha HAIlOHAJIbHHH PUHOK YKpPaiHM TIIbKH SKiCHHX,
eekTMBHUX Ta Oes3nedyHMX JKapchbkux 3acobiB, IO BHPOGIEHI BIANOBIAHO MO
BMMOT CTaH/IapTIB, i € 3aTIOPYKOI0 3aXUCTY 3[0POB’S i )KUTTS IPOMAJISH Ta Oe3MeKHu
/IlepiKaBH B LLIOMY; HEOMYUIEHHIO PO3MOBCIOKEHHS HA HAlliOHATLHOMY PHHKY
YKpaiHu HesKiCHMX, (anbcupikoBaHuX JiKapchkux 3acobiB  HeA0GpPOUECHUMM
cy0’€e€KTaMu rocrnoiaproBaHHs.



-

HpuitnsTrs npoekty 3akony 3abesneunts 3aXMCT NpaB Ta iHTEpeCiB AepiKaBy
Ta ii rpOMajisii, @ TAaKOX PO3BUTOK BIJANOBIJAILHHX CY0’€KTIB TOCMOAAPIOBAHHS Y
cepi 00iry sikapchkHX 3aco0iB Ta iX J06POYECHY KOHKYPEHTOCIIPOMOKHICTb.

OcHoBHI rpynu (MiArpyIn), Ha AKi YUHUTH BILUTHB MPOEKT 3aKOHY:

I'pynu (migrpynu) Tak | Hi
['poMagsHn +
JepxkaBa +
Cy6’exTH rocnojiaproBaHHs +
y TOMY YHCJII Cy0’€KTH MAJIOrO IiiIpHEMHHLITBA* 5

IL. Llisti repakaBHOrO peryJioBanus

Merorw aaHoro npoekty 3akoHy € 3a0e3MeueHHs HANEKHOTO 3iHCHEeHHS
3aXO/IB J€PKABHOTO HAr/si1y (KOHTPOIIIO) y cdepi KOHTPOIO AKOCTI Ta Gesnekwu
JMKapCBKHX  3aC00iB, CTOCOBHO JOACPXKAHHA Cy0’€KTAMHM TOCIIOJAPIOBAHHS
JMUEH3IHHUX BMMOI TPOBA/DKEHHS TI'OCMOJAPCHKOT MiSUTBHOCTI 3 BHPOOHUIITBA
MKapchKUX 3aco0iB, ONTOBOI Ta po3apiGHOi TopriBmi miKapchKUMH 3acobamu,
IMIIOPTY J1iKApChKHUX 3acOBiB (KpiM aKTMBHMX (hapMaLeBTHYHHX IHIpe1i€HTIB),
00iry HapKOTHYHHX 3aCO0iB, ICHXOTPOIIHUX PEYOBHH i MPEKYPCOPIB, 1110 npu3Beae
ZI0 CTBOPEHHSA YMOB, IO TFapaHTYIOTh HANAXOMKCHHS HA HAUIOHANBHHI PHHOK
YKpalHH TUIBKH SIKICHHX, eeKTHBHHX Ta Oe3neuHux JiKapchKHX 3acobiB, 1o
BHPOOJICHI BIANOBIAHO 10 BHMOT CTAHAAPTIB, i € 3allOPYKOIO 3aXMCTY 30pOB’S i
KUTTA TPOMA/ISH Ta Oe3NeKu AepXKaBH B IIJIOMY; HEIONYIIEHHS PO3MOBCIO/KEHHS!
Ha HAIIOHAIBHOMY PHHKY YKpaiHM HesKiCHMX, (anbcudiKOBAHHMX ITiKApCHKHMX
3ac00iB HeI00pOYECHHMH CY6’€KTAMHU rOCMOIAPIOBAHHS.

[IpuitHATTA MpoekTy 3aKOHY 3a0€311e4YHTh:

HEJOMYIICHHA PO3NOBCIO/UKEHHS HA HAUIOHAIBHOMY PHHKY YKpaiuu
HeSKICHHX, (hanbeudikoBanux miKapchkuX 3aco6iB Hel06pOYecHHMH Cy6’exTamu
roCroAaplOBaHH;

CTBOPEHHS YMOB, 1[0 FAPAHTYIOTh HAJXO/DKEHHS Ha PUHOK YKpaiHu SKICHHX,
eeKTUBHUX Ta Oe3nevyHux NiKapchbkuX 3aco6iB, mo BHPOOIEHi BiAMOBiAHO 10
BHMOT CTaHJApTIB, 11O € 3aMOPYKOI0 3aXHCTy 3[0POB’S i JKMTTS TPOMaisH Ta
Oe3neKkH 1epXKaBHU B LIIOMY;

3a0e3MeYeHHs NaieHTIB AKICHUMH Ta Ge3MeYHHMH TiKapChKHMH 33CO0aMH.

IIl. Busnavyenns Ta OUIHKA AJbLTEPHATHBHHUX CHOCOOIB JOCATHEHHsN
niJjiei
1. BusHayeHHs anbTepHATHBHUX CIIOCOOIB

Bun Onuc aabTepHATHBH
AJIbTEPHATHBH

AnbTepHatuBa 1. Banuiuenus cutyauii 6e3 3MiH NPH3BOAMTH /10 3BYKEHHS 3MiCTY,

BanuieHHs Ta 00CsIy KOHCTHTYLIHHHUX TpaB i cBoGOA rpomajsH YKpainu y




cuTyauii 6e3 3MiH.
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4acTHHI 3a0€3MEYCHHA HAJCKHOIO PIBHS X 3aXMCTy Bif
WKIUIMBOrO  BIUIMBY Ha HHMX (DAaKTOpiB  HABKOJIMIIHBOTO
cepeoBHIa Ta OE3MEYHOCTI CHOKHTHX JIKapChbKHX 3acobiB (B
TOMY YHCJIl BUIOTOBJICHHMX 3 KPOBI JIIOAMHHM a00 KOMIIOHEHTIB
KpOBi, 1 THX, L0 MICTATh HAPKOTHYHI 3acO0H, CUXOTPOITHI
PEYOBMHM 1 MPEKypcopH) y 3B’M3Ky 3  MOMJIMBICTIO
HeJoACpXKaHHA  cyO’ektamu  rocnojapioBaHHs  (isnuHMMH
ocobaMH - MIANPHEMISIMH Ta HOPUIMYHUMH 0CO0aMM, SKi
BaCTOCOBYIOTH CIIPOLIEHY CHCTEMY OIIOAATKYBaHHs, OOJIKYy Ta
BBITHOCTI) BHMOI' 3aKOHOJABCTBA IWIOAO 3a0e3leueHHs SKOCTI
JIIKapCbKUX  3ac00iB,  JIUEH3IHHMX  BUMOr  NPOBAKECHHS
rOCIIOAAPCHKOT isIBHOCTI 3 BUPOOHMLTBA JIKAPCHKMX 3aco0iB,
ONTOBOI Ta PO3APIOHOI TOPriBi JIiKAPCEKMMHU 3ac00aMu, iMIIOpTY
iKapChbKMX  3aco0iB  (KpiM  akTMBHMX  (hapMaLeBTHUHHMX
IHIPelieHTIB), 00iry HapKOTHYHHX 3ac00iB, NCHXOTPOMHMX
€4OBHH 1 MPEKYPCOPIB.

AnbTepHaTHBA 2.
[[puiHATTS
MPOEKTY 3aKOHY

3abe3neueHHs HANEKHOTO 3AIHCHEHHS 3aXOMiB  JIEP)KABHOTO
HarIaay (KOHTPONIKO) y cdepli KOHTPOIO SKOCTI Ta Oe3nexu
JIKapChKHX  3ac00iB, CTOCOBHO  J0J€pKaHHS cy0’exkTamu
rOCIOAAPHOBaHH TLEeH31HHUX BHUMOT NPOBa/DKSHHS
rOCIOAApCHKOi AIAILHOCTI 3 BUPOOHMITBA JIIKAPCHKHMX 3aco0iB,
OITOBOI Ta PO3/APIOHOT TOPriBJIi JIIKAPCHKUMH 3ac00aMH, iMIIOPTY,
JIIKapChKUX  3ac00iB  (KpiM  akTMBHHX  (hpapMaLEBTHYHHX
IHrpeieHTIB), 00iry HAPKOTHYHUX 3aCOBiB, NCHXOTPOIHHX
PEYOBHH i MPEKYpCOpIB, 110 NMPHU3BEAE 0 CTBOPEHHA YMOB, IO
APAHTYIOTH HA/IXO/KEHHS Ha HAUIOHAIbHUH PHHOK YKpaiHu
TiJIbKH AKICHHX, e(peKTHBHUX Ta Ge3MeYHUX JIKapChbKHX 3aco0iB,
o BUpoOJNEHl BUINOBIAHO OO BHMOI CTAHJAPTIB, L0 €
3allOPYKOI0 3aXMCTy 340POB’S 1 JKHUTTS TPOMAAsSH Ta OE3NeKu
JIEPXKABH B LIJIOMY; 3a0€3NeUYeHHs HAJe)KHUX YMOB 30epiraHHs
JIIKapChKHX 3aco0iB Mijl Yac iX TPaHCIOPTYBaHHSA Ta 30epiraHHs;
HEIONMYLIeHHs  3aCTOCYBaHHA JIIKAPCBKHX 3aco0iB, TepMiH
MPUAATHOCTI SIKUX MMHYB; HEOMYIUCHHS PO3MOBCIO/DKEHHS HA
HAL[IOHAILHOMY PHHKY YKpaiHH HesKicHMX, (anbcudikoBaHHX
TIKapChKHX 3aco0iB HeI00poYecCHMMH cy0’exTamu,

rOCIO/IapOBaHHS.

2. Ouinka BUOpaHHUX albTEPHATUBHUX CIIOCO0IB OCATHEHHS IIiNeH
2.1.  Oumninka BruMBY Ha cdepy iHTEPECIB JepiKaBH

cutyaritii 6e3 3MiH

Bun Buroam Burparn
AIbTEPHATHBH
AnprepHarusa 1. | Bincytni. He npusBene a0 mocsrueHss | Bigcyrni.
3anMIeHHs MOCTaBJIEHHUX LIJICH.
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AnprepHatnsa 2. | Hejonyiesnss po3noBCIOKEHHs HesiKicHHX, | BincyThi

ITpuitasarrs ¢danbcudikoBannx JTKapChKUX 3aco0iB.

npoekTy 3akoHy | 3abe3nedyeHHs  NAli€HTIB  AKICHAMM  Ta
Oe3rneyHuMH NKapCHKUMH 3aco0aMHu.
3MEHILICHHS BUTPAT Ha JIKYBAHHA NALEHTIB
BHACJIIIOK 3MEHIICHHA PH3UKY 3aCTOCYBAHHS
HESKICHUX JIKAPCLKHX 3ac0biB.
[TonoxeHHs NpoeKTy 3aKOHy HE BIUIMBAIOTH HA
MIKHAPOJHY TOPTiBIIIO; 3JI0YHHHICTB, 30KpeMa
C€KOHOMIYHI 3JI0YHHH; KOPYIILiHHI MOXIJIMBOCTI:
3MiHM HAJIXO/DKCHb 0 OIOJDKETIB ycCiX piBHIB;
Ha TIHOBY €KOHOMIKY;
Ha 00CATM IHBECTHMUIH, y TOMY uHCII
MDKHAPO/IHI; Ha KUIBKICTB cy0’ekTiB
roCIOAAPIOBAHHS, 1O TPOBAIATH ALUIBHICT Y
neBHii  cdepi; Ha mnosuuii  Vkpainm vy
MDKHApOJHMX  pEHTHHraXx Ta  BHKOHAHHS
MDKHApOJHHX 30008’ s3aHb.

2.2. Ouinka BIUIMBY Ha cepy iHTepeciB rpoMaisin
Bua Buroan Burparu
AJIbTePHATHBH
AnprepHatuBa 1. | Bincytwi. He mnpussene 0 jocsaruenss | Bigcyrni
3anumeHHs [IOCTABJICHUX LIJIEH.

curyaiii 6e3 3MiH

AunbrepHaTiBa 2. | 3a0€3NCUCHHS  NALIEHTIB  sAKICHUMH  Ta | BijcyTHi

[TpuitasaTTS OesneyHnmu NKapChKUMH 3acobamu;

MPOEKTY 3aKOHY

3a0€3ME€YCHHA HAICKHMX YMOB 30epiraHHs

JKapChKHX 3aco0iB mij yac ix
TPaHCIOPTYBAHHS Ta 30epiraHHs;
HCJONYIICHHA  3aCTOCYBaHHA  JIIKAPChKMX

3ac00iB, TEpPMiH INPHIATHOCTI SKHUX MHHYB;
3MCHILICHHS BHTPAT HA JIIKYBaHHS [MALi€HTIB
BHACJI/IOK 3MEHIIICHHS PH3MKY 3aCTOCYBaHHS
HEAKICHHX JIIKAPChbKMX 3aco0iB.

ITostoxkenns mpoekTy 3aKOHY He BILIMBAIOTH
Ha CIIOXMBYMI BUOIp, 3MIHH CIIOKHBYMX L[iH,
Ha OTpHMaHHs iH(OpMaIlii CIIOKKUBaYaMH Ta iX
3aXMCT, Ha 3aHHATICTB, poOOYi Miclg; Ha
Oesmeky, npaBa Ta TifHICTE TIPoOMajsiH; Ha

€KOJIOTI10; HA FeHIepHUi OanaHc.

2.3. Ouinka BIuMBY Ha cdepy iHTEpeCiB cy6 €KTiB rocnoaapioBaHHs

IToka3zuuk Bemuki | Cepeani Mauni Mikpo Pasom
KinbkicTb Cy0’ekTiB
roCro/laproBaHH, 1110 3673 8312 5628 9901 27514




MIANa4a10Th i1 A0
pEryatOBaHHA, OQHHULB *

[Tutoma Bara rpynu y | 13,35% 30,21% 20,46% 35,99% 100%
3arajibHiH KUTBKOCTI,
[BiJICOTKIB

*Ilpumimka: nasedena y yvbomy APB kimekicms cy6'ekmia 20CN00apPIOBaHHs, WO
30IUCHIOIOMb 20CNOOAPCHLKY JiAnbHICMb 3 6UPOGHUYMBA AIKAPCHKUX 3acobis, OnmMoeoi ma
Ppo30pibHOi mop2isni  nikapcekumu  3acobamu, iMROpmMy AiKaApcLKuXx 3acobie (Kpim
AKMUBHUX (papmayesmuunux inepedienmie), 00epicana 3 Memoio npoeedeHHs YMOBHUX
PO3PaxyHKi6, 3a Oanumu eidomocmetr Jliyensiinozo peecmpy 3 eupobruymea NKAPCbKUx
3acobie (6 ymosax anmeku), onmoeoi ma po3opionoi mopeieni JI3 cmanom na 01 aunms
2022 poky wo0o Kirbkocmi niyensiamis.

Hasedena y yvomy APB kinekicms cy6’ekmie cocnodapiosanns, wo 30iticHiooms
20CN00apCLKY OIANLHICMb 3 MEOUYHOI NPAKMUKY, 00epicand, 3 Memoio npoeedenns
ymosnux pospaxyuxie, 3a Oanumu sidomocmei Jliyensitnozo peecmpy 3 meouuHoi
npakmuxu cmanom na 01 aunns 2022 wodo kinvkocmi niyensiamis.

Buja Buroaun Burpatn
AIbLTEePHATHBH
AnbrepHatuBa l. | Bigcytni. He npussene no aocsruenus | Bigcyti
3anueHHs MOCTaBICHHUX LIICH.

cuTtyartii 6e3 3min

AsbrepHatiBa 2. | 3abesnevycHHs HANCKHMX YMOB 30epiranus | BincyrHi.
[MpuitHaTTs JIIKAPChKUX 3ac001B i yac ix
POEKTY 3aKOHY TPaHCHOPTYBAHHS Ta 30epiranss,
HELONYLIEHHA  3aCTOCYBAHHA  JHKAPCHKHX
3aC00IB, TEPMiH NPHAATHOCTI SKUX MHHYB;
3a0€3MCUeHHsT  MAUIEHTIB  AKICHUMH  Ta
Oe3neyHuMH TKapChKUMH 3aC00aMHu.

YiTke pO3MEKYBaHHS MOPS/IKY B3acMOMl 3
KOHTPOJIIOIOYMMH  OpPraHaMH,  ITiABHILCHHSA
PIBHSA JIOBIPH rPOMAJIsiH.

[Tonoxenns npoekTy 3aKOHY HE BIUIMBAKOTH
Ha MPOAYKTHBHICTb Ta
KOHKYPEHTOCITPOMOKHICTh cy0’exTiB
rOCIO/IaprOBaHHsA; Ha IHHOBAUIl Ta PO3BHTOK;
Ha JIOCTYN 10 (iHAHCIB.

Butpatn Ha BHKOHaHHS BHMMOI DETyIATOPHOTO akTa s (i3HYHEX Ta
IOPHAMYHHX OCIO, #KI MOBMHHI TPOBA/KyBaTH ab0 BUKOHYBaTH Ili BHMOTH,
BPAXOBaHI Ii/l YaC OTPMMAHHS JIIEH3iT Ha NMPOBa/PKEHHS rOCMOAAPCHKOT AisSTLHOCTI
3 MEJMYHOI TNPAaKTHKH BUMOBIAHO 0 JIieH3IMHUX yMOB NpOBA/DKEHHS
roCrnoJAapchKol MisVIBHOCTI 3 MEAMYHOI MpPAKTHUKH, 3aTBEP/KEHMX MOCTAHOBOIO
Kab6inety Minictpis Ykpainn Bix 2 Gepesust 2016 poky Ne 285 (3i 3minamu), Ta
MIUEH3Il Ha MPOBA/UKEHHS TOCMONAPCHKOI MIIBHOCTI 3 BUPOOHMIITBA NKAPCHKHX
3ac00iB, onTOBOi Ta pO3aPiOHOI TOpriBAi JiKapchkMMM  3acobamu, iMIOPTY
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JIKapChKUX 3ac00iB (KpiM aKkTHBHUX (apMaUEBTHUHMX iHIPEMi€HTIB), BiAMOBiAHO
no JliueHsifiHux yMOB NPOBAUKCHHS TOCIOAAPCHKOT MiSIBHOCTI 3 BHPOOGHHMITBA
JIKapChKkUX 3aco0iB, ONTOBOI Ta pPO3APIGHOT TOPTiBII JKAPCHKUMU 3acoGam,
IMIIOPTY JIIKAPCBKHMX 3ac06iB (KpiM aKTMBHMX (hapMaleBTHYHHX IHIPEIIEHTIB),
3aTBEP/DKCHUX 1noctaHoBoro Kabinery MinicTpiB Ykpaiuum Bix 30 mucronaza 2016
poky Ne 929, sokpema, mono BHUMOr 3akoHoxaBcTBa y cdepi 06iry mikapchkux
3ac00iB. BiANOBiAHO, BUTPAaTH HA OHOTO CyG’€KTa TOCNOZAPIOBAHHS BEIMKOTO,
CePEAHbOI0 Ta Maloro IMANPHEMHUNTBA, sKI BHHHMKAIOTH BHACHIIOK JIii
perynstopHoro akra 3rigHo 3 [Jlomarkom 2 10 MeTomuku npose/ieHHs aHaizy
BIUIMBY PETYJISTOPHOrO aKTa, 3aTBep/PKEHOI noctaHoBoro Kabinery MinicTpis
Ykpainu Big 11 6epesus 2004 poky Ne 308, He po3paxoByBasHcs.

CymapHi BUTpaTH 3a albTepHATHBAMH Cyma BuTpar, rpuBeHs
AnprepHatuBa 1. Cymaphi Butpat ans  cy6’ekTiB 0
FOCMOAAPIOBAHHA MIKpPO- Ta MaJOro MiJANpHUEMHHIITBA
3TiAHO 3 J0AaTKOM 3 10 MeTOAMKH NpoBeeHHs aHami3y
BILJIUBY PeryasTOpHOro akra (Teer
MaJIOro MiANpHEMHHIITBA)

AnprepHatiBa 2. Cymapui BuTpatH s cy6’ektis| 36 906 842,56 rpu
rOCIOJAPIOBAHHA MIKPO- Ta MAaJoro INiANPUEMHHUIITBA
3rIAHO 3 JOJAaTKOM 3 10 MeTOAMKH NpOBENEHHS aHalTi3y
BILIUBY PEryJisiTOPHOro aKTa (Tecn
MaJIOTO MiINTPHEMHHIITBA)

IV. Bubip mBaifiibm ONTHMAJBLHOIO AJLTEPHATHBHOIO crnocody
JAOCATHEHHs 1iJiei

PeiiTnnr pesyibratusnocti | Bax pesyabrarusnocri | KomenTapi moxo

(rocsirmenms wijied mig vac (32 yoTHPHOAILHOIO NPUCBOCHHHA
BHpilIeHHs npodjieMHn) CHCTEMOI0 OLIHKH) BiAnoBiHOr0 6212
AnbrepHatuBa 1. 3aJ1HI.I.IeHH}I1 1 3a BiICYTHOCTI
cuTyauii 6e3 3miH HOPMaTHBHO-TIPAaBOBOTO

AKTa HasgBHUM  PH3HK
BBYKCHHS  3MICTY Ta
00CATy KOHCTHTYLIHHHX|
npaB i CBOOOA rpoMa/isH
YKpaiHu y 3B’S3Ky 3
MOMJIHBICTIO
HE/10/1ep/KaHHS
cy0’ekTamu
roCroaprOBaHHA
(pizmuHuME ocobamu -
MiANPHEMISIMH TQ
IOPHAMYHUMH 0coDaMHu,




I

-
=

) o—

EI

Z

]
et ——— |

8¢g

o —

© —

s S—
—

|

T —

12

K1 3aCTOCOBYIOTH
CIPOILIEHY CHCTEMY
OIIOJAaTKYBaHHA, O0JIKY]
Ta 3BITHOCTI) BHMOI]
BaKOHOZABCTBA  LI0JI0)
3abe3neyeHHs AKOCTI
JIIKAPCBKHX 3aCO0iB.

AnsrepHatuBa 2. [IpuitHsaTTS
[IPOEKTY 3aKOHY

[puitHATTs IIPOEKTY
3aKOHY PO3IUIMPHTH KOJIO|
cy0’ekTiB

IOCIIO/IAPIOBAHHA,  AKI

3JIIHCHIOIOTH
rOCIOJAPCHKY
MIATBHICTD 3
BHPOOHHILITBA
IKapChbKUX 3aco0iB,

OITOBOI Ta po3apiOHOI
TOPriBlIl  JIIKAPCHKUMH

3acobaMHu, IMIIOPTY]
ITiKapChbKHX 3aco0iB
(Kpim AKTHBHHX
hapmaneBTHYHUX

IHIPEIEHTIB), B YaCTHH]
PO3NOBCIO/DKEHHS BUMOT]
JIEP’)KABHOTO  HATJISIALY|
(KOHTPOJIIO) 111010
3abe3neueHHs SIKOCTI
MiKapchbKMX 3aco0iB  Ha

(bi3uuHUX ocib -
[1AIPHEMIIIB T
IOPHUAMYHUX OCi0, sKi
3aCTOCOBYIOTh

CHPOIIEHY CHCTEMY|

ONOJATKYBaHHA, OOJIKY]
Ta 3BITHOCTI. 3a3HauyeHe
JIO3BOJIUTL:  TIJIBULLAT
eexTuBHiCTE  3axoi
NIEPYKABHOTO  KOHTPOJI

SKOCTI JIKapChKH
3acO0iB; 3abe3neunT
HAJICHKHI YMOBH

30epiraHHs  JIIKAPChKUX
3aco0IB; KOHTPOJIIOBATH
TepMiH MPUIATHOCTI
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IIIKapChbKHUX 3aco0iB; He
JONYCTUTH
PO3IOBCIOKEHHS Ha
HALllOHAJILHOMY  PHHKY
Y kpainu HESKICHHX |
(banbcudikoBaHux

IIIKapChKUX 3aC00iB.

PelTunr Buroau (niacymox) Burpatn OO6rpysTyBanns
pe3yibTaTHBHOCTI (miacymok) | Biamosianoro micus
AJIbTEPHATHBH
Y PeHTHHTY
AnvrepuatuBa 1. | Bincyrni. He npussene o | Bincyrsi 3anpoBauKCHHs
3anuuieHHs JOCSITHEHHS  TTOCTaBJIEHUX AnbTepHaTuBu | He
cuTyauii 6e3 3min | minei. Oyne cnipusiti
JOCATHEHHIO
BCTAHOBJICHHX IIIJIEH
AnbrepHatuBa 2. | [TigBuiueHHs BincytHi 3anpoBaKCHHs

[puitHsTTS
POEKTY 3aKOHY

e(peKTUBHOCTI 3aX0/IiB
JCPIKABHOTO KOHTPOJIIO
AKOCTI JIIKAapChbKHX 3aco0iB.
Henonymenns
PO3IMOBCIOJUKCHHS
HESIKICHHX,
banscudikoBanux
NiKapChKHX 3ac00iB.
ITocuiieHHs KOHTPOITIO 32
SIKICTHO JIIKAPCHKHX
3ac00iB. 3a0e3ncyeHHs
MaLi€HTIB SIKICHHMH Ta
Oe3neyHuMH TIKapPChKUMH
3aco0amu.

3MEHIIECHHS BUTPAT Ha
JIKYBaHHS NALlIEHTIB
BHACJTIIOK 3MEHIIICHHS
PH3HKY 3aCTOCYBaHHS
HEAKICHUX JIIKaPChKHX
3aco0iB.

[TizBUIIEHHS PIBHA TOBipH
rpOMaIsiH.

AnbTepHAaTHBH 2
HaMKpaluM YHHOM
CHPUATHME
JIOCATHEHHIO
BCTAHOBJICHHX LILJICH

PeiiTuHr

APprymeHTH 110/10 nepeBaru oGpaHoi
albTePHATHBH/TIPHYHHH BiJIMOBH Bij

aJIbTePHATHBH

OuiHka pu3HKy
30BHINIHIX YHHHHKIB
Ha JIII0
3arpOIOHOBAHOTO
PEryJISTOPHOTO aKTa

AnbrepHatusa |.

IIpoGnema npoioBKye iICHYBATH.

He ouikyerbes
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AnerepHarusa 2. | [lpuitasarrs perynstopHoro akra € equnum | He ogikyerses
ONTHMAJILHUM CIIOCOOOM Y IOCATHEHH]
3a3HAYCHHUX IILJICH.

V. Mexanizmu Ta 3axoam, siki 3a6e3nevars poO3B’A3aAHHS BH3HAYEHOI

npodaemMu

3asHayeHa HUIb JIOCATAETBCA HUIAXOM NPUHHATTS NPOEKTY 3aKOHY, 30KpeMa,
BHECEHHSM 3MiH /10 3akoHy Ykpainu «[Ipo ocobumBocTi 3i1iiicHEHHS JepkKaBHOTO
Harsay (KOHTpou) y cdepi rocrnosapehkoi AisIbHOCTI mwoao ¢Gisuunux ocib -
OIANPHEMLIB  Ta IOPHAMYHMX 0CI0, SKi 3aCTOCOBYIOTH CHPOIIEHY CHCTEMY
OIIOAATKYBaHHsl, 00Ky Ta 3BITHOCTI», a caMe BHKJIACTH YaCTHHY JAPYyry cTarri 2
3a3HAa4YCHOT0 3aKOHY B TaKii peJaKilii:

«2. Jlis uboro 3aKoHy He MOLIMPIOETHCA HA CYCNiIbHI BiZIHOCHHH, TIOB’S3aHi 3
JIep>KaBHUM KOHTPOJIEM 3a JOTPUMAHHSIM:

BMMOI' 3aKOHOJABCTBA MPO XapyoBl MPOJAYKTH, KOPMH, MOOIYHI MPOAYKTH
TBAPHHHOI'O MOXO/KEHHSsI, 3/10pOB’ s Ta O1aronoyq4s TBAPHH;

BHMOI' 3aKOHOHABCTBAa y cdepi KOHTPONIO AKOCTI Ta Oe3MmeKkH JIKapChKux
3ac00iB Ha BCiX eTamnax ooiry;

BHMOI' 3aKOHOJIaBCTBA y c(epl 00iry HapKOTHYHHUX 3ac001B, MCHXOTPOIHMX
PEYOBHUH 1 MPEKYPCOPIB.».

3anponoHOBaHi MPOEKTOM 3aKOHY 3MiHH CIIPHATHMYTh:

MIJIBUIIEHHIO  €(EeKTHBHOCTI  3aXO/IB  JICPIKABHOIO  KOHTPOJIK  SKOCTI
NiKapCchKHX 3ac00iB:

HEAOIYLICHHS PO3IOBCIO/DKEHHS HEAKICHHX, (anbCh]iKOBaHUX JIKAPCHKUX
3aco0iB;

MOCHJIEHHS KOHTPOJIIO 3a AKICTIO JIIKAPChKHX 3ac00iB;

3a0e3neyeHHs NalieHTIB AKICHUMH Ta 0e3NeYHUMH JIIKapChKUMH 3aC00aMHu;

3MEHIICHHsS. BUTPAT Ha JIIKyBaHHs MalliEHTIB BHAC/IIZOK 3MEHLIEHHS PU3HKY
3aCTOCYBAHHS HEAKICHMX JIIKAPChKHUX 3aC001B;

Po3B’s3anHs npobiieMn MOXIIMBE JHINE IINAXOM MPHHHATTS JAHOTO MPOEKTY
3aKoHy.

3axoau, AKi TMOBHHEH 3IIHCHHTH OpraH BIAJM JUIA BIPOBA/UKEHHS ILIHOTO
PEryJIATOPHOTO aKTa:

3a0e3MeyuTH NpoBeeHHs MyONiYHMX KOHCYNbTAUiil LIIAXOM pPO3MilIEHHS
npoekTy 3akoHy Ha odiuiiiHomy BeGcaiiti MiHicTepcTBa OXOPOHM 3/10pOB’s
Ykpainu;

3a0e3neunTH NpOBEAEHHS MpPOLEAYpH MOro/uKeHHs 3  MiHicTepeTBOM
ekoHOMiKH Ykpainu, MinicrepcTBom (inancis Ykpainu, MinictepctBoM uudpoBoi
Tpancopmanii  Ykpainu, MiHicTepcTBOM  BHYTpilIHIX crnpaB  YKpaiuu,
Hauionansnoro nominiero Ykpainu, [epxkaBHow cayx6010 YKpaiHu 3 JiKapChKHX
3ac00iB Ta KOHTPOIIO 32 HAPKOTHKAaMH, Y1oBHOBakeHHM BepxoBHoi Paju Vkpainu
3 NpaB JIIOJIMHK, & TAKOX HANpPaBUTH MPOEKT 3aKoHY A0 MiHicTepcTBa FOCTHIIIT
Ykpainu 115 npoBe/IeHHs PaBOBOI eKCIepTH3H Ta 10 HalioHansHOro areHTcTBa 3
NMTaHb 3anobiraHHs KOpymuii /s BH3HAYEHHS HEOOXiAHOCTI IPOBEICHHS
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AHTHKOPYILIHHOI eKCIIePTH3H;
IOaTH MPOEKT 3aKOHy Ha po3risia a0 Kabinery Miuictpis Vkpainu s Horo

CXBAJICHHs Ta MOJaJIbIIOT 11oa4il Ha po3risa BepxosHoi Panu Vkpaiuu.

3axoau, sKi HEOOXiZHO 3[IHCHUTH Cy6’€KTaM rocroiaproBaHHs,:

- O3HAHOMHTHCS 3 BUMOI'aMH PEryNIOBaHHSA (IOIIYK PEryisiTOpHOrO aKkTy B
Mepexi IHTepHeT Ta HOro onparoBaHHs);

- NPOBECTH HABYAHHA IEPCOHANY LI0A0 HEAONYLICHHS MOPYLICHHS BHMOL
3aKOHOJIAaBCTBA y cdepi 00iry JlikapchKux 3aco0is;

- OpraHi3yBaTH BHKOHAHHSI BUMOI' 3aKOHOZABCTBA y cepi 0biry sikapchKkux
3ac00iB.

VI. Ouinka BHKOHAHHS BHMOI PperyJsiTOPHOIO AKTA 3AJICIKHO
Bill pecypciB, AKMMH PO3NOPAIKAIOTECS OPraHH BUKOHABYOI BJIA/AH YH OPraHH
MIiCIIeBOr0 CaMOBpsilyBaHHsl, Qi3u4ni Ta opuauuni ocobu, sIKi NMOBHHHI
NPOBAXKYBATH 200 BHKOHYBATH i BHMOTH

J0aTKOBI BHUTpaTH HAa BMKOHAHHS BHMOT PEryJsSTOPHOIO aKkTa /s OpraHiB
BMKOHABYOI BJIa/IM Y OPraHiB MICIIEBOI0 CAMOBPSIyBaHHS He nepeabaueHo.

Butpaty Ha BHMKOHAHHA BHMOT pETYJATOPHOTO akTa Juis (i3MYHHX Ta
IOPHAMYHKX 0Ci0, AKi MOBHHHI NpPOBa[KyBartH abo0 BMKOHYBaTH Il BHMOTH,
BPaxoBaHi 1)1 4aC OTPUMAHHS JTLEH311 Ha NPOBAIKEHHA rOCNONAAPCHKOT AiATBHOCTI
3 MEJMYHOI MPAKTUKM BIANOBIAHO 10 JlieH3IHHUX yYMOB MpPOBAIKCHHS
roCroAapchKol JIIBHOCTI 3 MEAMYHOI TMPAaKTHKM, 3aTBEPIKEHHX MOCTAHOBOIO
Kabinety Minictpis Ykpaiuu Big 2 Gepesust 2016 poky Ne 285 (i3 3minamu), Ta
MLEH3il Ha NPOBAUKEHHS TOCMOJAPCHKOI JiATIBHOCTI 3 MEAMYHOI NMPAKTHKH Ta 3
BHPOOHMIITBA JIIKAPCHKUX 3ac0o0iB, onTOBOI Ta PO3ApiOHOI TOPriBii JiKapCHLKMMH
3acobamu, IMIOPTY JiKapCchKHX 3aco0iB  (KpiM  akTWBHMUX (hapMareBTHUYHHX
IHIPE/IIEHTIB), BiAMOBiAHO A0 JIiUEGH3IHHMX YMOB NpPOBa/JKEHHS TOCIONAPCHKO]
AISUTHOCTI 3 BUPOOHHMITBA JIIKAPCHKMX 3aco0iB, onToBoi Ta po3api6HOI TOpriBii
JIKapCHKUMHM  3ac00aMM, IMNOPTY  JHKApChKMX — 3aco6iB  (KpiM  aKTHBHMX
(hapMaLEBTUYHUX IHIPEIIEHTIB), 3aTBEPDKEHHX MOCTaHOBOKW Kabinery MinicTpin
Ykpainu
Bia 30 nucronaza 2016 poky Ne 929, 30kpema, 11010 BHMOT 3aKOHOAABCTBA Y cepi
obiry sikapcbkux 3acobiB. BianosigHo, BuTpatH Ha OaHOro cy6’ekTa
rOCHO/JIapIOBaHHs BEJIMKON0 Ta CEpPEeJHbOTO MiANPHEMHHULTBA, $KI BHHHKAIOTH
BHACJIIJIOK Ui pery1aTopHoro akTa 3riqHo 3 Jfogarkom 2 10 MeTouku npoBeeHHs
aHajmi3y BIUIMBY pEryJsTOPHOTO aKTa, 3aTBep/pKeHOT noctaHoBow Kabinery
Miunictpis Ykpainu Bia 11 6epesusa 2004 poky Ne 308, He poszpaxoByBanmcs.

Bozanouac 0ro/pkeTHI BUTpPAaTH Ha aAMIHICTPYBaHHs PeEryJlOBaHHs Cy0’ €KTIB
roCro/IaproBaHHA Ha OJHOTO CreLiagicTa TePHTOpialIbHOro oprany Jlepimikciyxou
(3rizno 3 Jlonatkom 3 10 METOMMKHM NMPOBEACHHS aHANi3y BIUIMBY PEryJIsTOPHOTO
aKTa, 3aTBep/KeHoi mocraHoBoro KabGinery Minictpie Vkpaium Bin 11 Gepesus
2004 poxky Ne 308) 3a 2022 pik HaBeAeHO B TaOJIMILL:



2022 pik
Tpoueaypa perymosanusa | Ilnanosi Bapricts Ouninka Oninka Burparn
cy6’ekTiB BeHKOro i cepelHLOro | BHTPATH 4acy cnis- KiZIbKoCTi | KinbKocTi HA aaMimi-
NiANpHEMHMUTBA (PO3PaXyHOK HA | yacy Ha | poGiTHHKa npoueayp | cyb’exrin, mo | crpyBanus
O/IHOTO THIOBOTO cyb’exta | mpouenypy | opramy 3a piK, Mo | NiANaganTL peryaiosa-
rocrnojaproBaHHA) JlepaaBHOI npuna- nij a0 | mua* (3a
BAAAK AaTh HA | NpoueIypH pik),
Binosianoi | oaHoro peryjiioBa- IrpHBeHb
KaTeropii cyb’exra HHH
(3apodiTua
njiara)
1. O6sik cyG’exra rocnogapioBauns, | 0,5 pobouoi | 67,54 rph. 1 27514 929147,78
110 nepedysac y cepi peryaoBaHHs rOJIMHI
2.  Tlotounwi#t  kowTponaL  3a - ~ = = =
cyb’ekToM  rocrojapioBanus, w0
nepebyrae y cdepi perymoanus, y
Tomy uMem: 1920 pobouux ecodun
(025 ynosroeadcenoi ocobu CI)
KaMepanbHi - _ - o =
BHIZHI 24 poboui | 67,54 rph. | 27514 44599093,44
rOIHHH
3. Iliaroroska, 3arBepixeHHs Ta | | poboua | 67,54 rpu. 1 27514 1858295.56
OMPAUIOBaHHA  OJHOTO OKPEMOIo | roJuHa
aKTa Npo  MOPYWIEHHA  BHMOT
PEryIIOBaHHA
4. Peanizauis onmoro oxpemoro | | poGoua | 67,54 rpu. 2 27514 3716591,12
pillIcHHSA IIOJO MOPYIIEHHS BHMOT | roaMHa
peryioBaHHas
5. OckapXeHHS OIHOTO OKPEeMOro = - - — =
pillIeHHA cyd’exTamu
rOCTo/IapIOBaHHA
6.  Iliaroroska  smitHocti  3a | 0,5 po6ouoi | 67,54 rpn. 1 27514 929147,78
pe3yJbTaTaMH Pery.IioBaHHA FOJMHN
7. Tamii anMiHicTpaTHRHI TPOLEAYPH = - - - -
(yTOYHHTH):
Pazom 3a pik 52032275.68

Bpaxosyrouu, 110 nuToMa Bara cy6’eKTiB MalIOro MiANPUEMHHIITBA (MAJIUX Ta
MIKPOIIANPHEMCTB Pa3oM) y 3araibHiil KiTbKOCTI Cy0’€KTiB rocnojiapioBaHHs, Ha
AKHX MOILUUPIOETECA perynroBanHs, nepesumye 10 % (cxnanae 56,44%), 3aiiicHeHo
PO3paxyHOK BHUTPAT Ha 3aMpOBa/UKEHHs JEPXKABHOIO PETYNIOBaHHA [Uls Cy6’eKTiB
MAaJIOro MiINMPHEMHHULTBA 3riHO 3 JlonaTkoM 4 10 MeToauku npoBeieHHs aHaizy
BIUIMBY PEryisTopHoro akra (TecT Manoro miAnpueMHHUITBA), 110 JI0/1A€THCS.

VII. O6rpynTyBaHHs 3anponoHOBAHOI0 CTPOKY /il Pery/IsiTOpHOro aKkra

[IponoHy€eTHCS BCTAHOBUTH HEOOMEKEHHMI CTPOK il PeryasTOPHOTO akTa, 110
€ IOCTAaTHIM JUIs PO3B’sI3aHHS IMOCTaBJIEHUX MPOOJIEM Ta CIIBBIHOCUTHLCA 3 UMM
HOro NMpUUHATTS.

3MiHHM JI0 PEryasaTOPHOTO aKTa BHOCATHCA Y pasi noTpedu Ta y pasi BHECEHHS
3MIH /10 YHHHOI'O 3aKOHO/1aBCTBA.

Tepmin HaOpaHHS YHHHOCTI perylIATOPHHM aKTOM — BIANOBIAHO 0
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3aKOHO/IABCTBA 3 JIHSl HOro oiuiiHOrO OTPHITIOIHEHHS.

VIII. BuzHavyeHHsi NMOKa3HMKIB Pe3yJIbTATHBHOCTI [ii PeryJsiTOpHOro
aKTa
[Iporno3Hi 3Ha4eHHs MOKA3HUKIB PE3YJIbTATHBHOCTI Hil PEryJIsTOPHOIO aKTa:

1. Po3mip Hagxo/pKeHb 10 JEP/KAaBHOIO Ta MICHEBHUX OMOKETIB i JepiKaBHUX
L1JIbOBUX (DOH/IIB, NOB'I3aHUX 3 Ji€r0 akTa — ().

2. KinekicTh cy0'exTiB rocnogaproBaHHs Ta/abo (izuyHux ocib, Ha AKHX IO-
LIMPIOBATUMETRCS i aKkTa — 27514,

3. Po3mip KOWITIB, 110 BUTPAa4aTUMYThCs CY0'€KTaMM roOCIIOAaprOBaHHsS Ta/abo
(piznuHumMH ocobamH, MOB'I3aHUMH 3 BUKOHAHHSM BHMOT akTa: 0.

4. Pisenb mnoindopmoBaHocTi Cy0’eKTiB rocnojaproBaHHs Ta/ab6o QiznuHMX
0Ci0 3 OCHOBHMX I10JI0)KEHb aKTa — CEPEIHii, OCKIIbKH 1OBIZIOMJIEHHS PO ONPH-
JIO/IHEHHSA MPOEKTY 3aKOHY Ta aHaji3y Pery/sTOPHOrO BIUIMBY aKTa PO3MILIEHO Ha
odiuiiiHomMy BebGcaiiTi MiHicTepcTBa 0XOPOHHM 3/10poB’s YKpaiHH.

KinbKiCHHMH NMOKa3HMKAMH PE3yJIbTATHBHOCTI aKTa €:

KUIBKICTb MPOBEJIEHHX NEPEBIPOK 3a BUKOHAHHAM CY0’€KTaMM rocroaproBaH-
Hs. BUMOT 3aKOHO/IaBCTBA 11010 3a0e3neveHHs IKOCTI JIIKapChbKMX 3aC00iB;

KUIBKICTh BHABJIGHHX 32 pe3ybTaTaMH MepeBipoK HesKicHMX, (anbcHdikoBa-
HHUX JIIKapChKHX 3aC00iB Ta JIIKAPCHKHX 3aC00iB, TEPMiH NPHAATHOCTI IKMX MUHYB;

KUILKICTh BHUSBJICHHX 3@ Pe3yJbTaTaMH IEPEBIPOK IMOPYIIEHL BUMOT 3aKOHO-
JIABCTBA IIOAO AKOCTI JIIKApChKHX 3ac00iB.

IX. Bu3nauyenHsi 3axojiB, 3a JIONOMOIoI0 SIKHX 3AiHCHIOBATHMETbLCH
BiICTe/KEeHHS Pe3y/IbTATHBHOCTI /il peryJisiTopHoro akra

BijicTe)xeHHs pe3yIbTaTUBHOCTI MPOEKTY akta Oy/e 3aiicHIOBaTHCS PO3po0-
HMKOM PETYJISTOPHOrO aKTa BiANOBiAHO /10 BuMor cTarti 10 3akony Ykpainu «Ilpo
3acaid JI€PKaBHOI PEryJIsTOPHOI MOMITHKH Y chepi rocrofapChKoi isUIbHOCTI», Ta
MeTtoauku BiiCTeKEHHS pe3yJbTaTHBHOCTI PEryIsTOPHOIO aKTa, 3aTBEPKEHOI 10-
cranoBoro Kabinery MinictpiB Ykpainu Bix 11.03.2004 Ne 308 «IlIpo 3arBepmxken-
Hsl METOJMK INPOBEICHHs aHAJi3y BIUIMBY Ta BiJCTEKEHHs Pe3yJIbTATHBHOCTI pery-
JAATOPHOIO akTay (i3 3miHamu Big 16.12.2015 Ne 1151).

Merton BiacTeXeHHS pe3y/IbTAaTHBHOCTI — CTATHCTHYHHIA.

Bua pganux, 3a J10MOMOrow AKMX 3OIHCHIOBATHMETBCS  BiJCTEKEHHs
pe3yJIbTaTUBHOCTI, — CTATHCTHYHI.

ba3zoBe BiacTeXXeHHs pe3yIbTATHBHOCTI PETYJIATOPHOIO aKkTa Oy/1e MpoBeIeHO
micass HaOpaHHS YMHHOCTI perynsaTopHuM akToM. CTpOK BHKOHAHHS 3aXOiB 3
OazoBoro BiAcTeXeHHs — uepe3 |1 micsauiB 3 gHA HaOpaHHS YHHHOCTI
PEryJIsaTOPHHM aKTOM.

[TosTOpHE BiacTexxeHHs Oyne nposeneHo yepes | pik 11 micsuiB micas 6a3o-
BOT'O BIJCTEXKCHHS.

[TepioauyHe BiACTEXKEHHs Pe3yJbTATUBHOCTI MPOEKTY aKTa Oyje 3/iiicHIOBa-
THCA Pa3 Ha KOXHI TPY POKH, MOYMHAIOYH 3 JIHA 3aKIHYEHHS 3aXO0/liB 3 MOBTOPHOIO
BIJICTE)KEHHS Pe3yJIbTATUBHOCTI LIbOIO aKTa.
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J1si BiACTEXKEHHS BUKOPHCTOBYBATHMYTBCS PE3yJILTATH NMEPERIPOK Cy0 €KTiB
FOCIOJAPIOBAHHS  Ta  NEPEBIPOK  MisVIBHOCTI  TEPHUTOPIAJIbHHX  OpraHiB
Hepoxikenyx6bu 3 Goky Jlepxikciy:xOn, IpOBeIeHHS SKMX TepeadaycHo B
NOPAJIKY, BCTAHOBJIICHOMY YHHHHM 3aKOHO/IaBCTBOM Y KpaiHH.

CrieuianbHe 3aydeHHsl LILOBHX IPYN 0Ci6 Ta HAayKOBHX YCTAaHOB He
nepeabdavaeTnes.

MinicTp
OXOPOHH 310pOB’st YKpainu Bikrop JIAIUKO
« » 202__ p.




Honatok 4 no MeTtoauku npoBeACHHS
aHaI3y PeryJITOPHOTO BIUIMBY aKTa
(Tect Manmoro miAMPUEMHHUIITBA)

TECT
MaJioro mignpueMmHunTea (M-Tecr)

1. KoncyabTamii 3 npeIcTaBHUKAMHU MiKPO- Ta MaJIOT0 MiINPUEMHHUIITBA
I10/10 OLIHKH BILUIMBY PeryJl0BaHHA

KoncynpTartiii 1mo/10 BU3HauU€HHS BIUIMBY 3allPOTIOHOBAHOTO PETYJIIOBAHHA Ha
Cy0’€KTIB Majoro MIANPUEMHHUITBA Ta BH3HAYEHHS JETAJIbHOTO MEPEIIKY
IpoLEAYp, BUKOHAHHS SKMX HEOOXIAHO AJIs 3/IHCHEHHS PETYJIOBAHHS, IPOBEIECHO
po3poOHuKoM y iepiof 3 20 mrororo 2022 poky no 15 ceprust 2022 poky.

MMopsana- Bua xoncyabTanii (myoiuni KinbkicTh OcHOBHI pe3yJabTaTH KOHCYJIbTaIii
KOBMil KOHCYJbTaii npsami (kpyrJi Y4YacHHUKIB (omuc)

HOMep CTOJIM, HAPAAHU, Po6oUi 3ycTpiui KOHCYJIbTAILi,

TOII0), iHTePHET-KOHCYJIbTALIL ocio
npsami (intepuer-popymu,
coniajabHi Mepexi ToI0), 3aUTH
(10 mignpueMIriB, ekcrnepTis,
HAYKOBIIB TOIIO)

1. Poboui 3ycTpidi Ta 3acimaHHs 3 NpeCTaBHUKaMHU Cy0’€KTIB TOCIIOAPIOBAHHS, 110 MAIOTh JIICH3I1
Ha MPOBAKCHHS TOCIOAAPCHKOI JiSUIBHOCTI 3 MEIUYHOI MPAKTHKH, a TAaKOX 3 MpeJACTaBHUKAMU
Cy0’€KTiB TOCIOAAPIOBAHHS, 110 MArOTh JIIEH31i Ha MPOBa/PKEHHS TOCHOJAPCHKOI AiSUTBHOCTI 3
BHPOOHHIITBA JIIKAPCHKUX 3ac00iB, ONTOBOI Ta pO3APIOHOT TOPTiBIi JIKApPCHKHMH 3aco0aMu,
IMIIOPTY JIIKapchbKUX 3ac00iB (KpiM aKTHBHUX (hapMaleBTHUHHUX IHIPENi€HTIB), 3 OOTOBOPEHHS
MUTaHb yJOCKOHAJIEHHS HOPMAaTHBHO-TIPAaBOBOI 0a3u Ta MOAAIBLIOI CTpaTerii KOHTPOJIIO SKOCTI
JIIKapChKUX 3aCc00IB HE TPOBOJWIIMCH Y 3B’SI3KY 13 BBEICHHAM B YKpaiHi 3 24 mortoro 2022 poky
MPaBOBOTO PEXHMMY BOEHHOTO CTaHY BiIMOBiIHO 0 3akoHy Ykpainu «[Ipo 3aTBepmxeHHs Ykazy
IIpesunenta Ykpainu «IIpo 3aTBepIKeHHS BOEHHOTO cTaHy B YKpaiHm» Bif 24.02.2022 poky Ne
2102-1X Ta Yka3y [Ipe3sunenra Ykpainu Bix 24.02.2022 poky Ne 64/203 «IIpo BBefieHHS BOEHHOTO
CTaHy B YKpaiHi» (i3 3MiHaMH).

2. [TyOmiunuit 3BIT lonosu | 1 VY 3B’s3Ky i3 BBeleHHSIM B Ykpaini 3 24
JlepxImikeaykOn Mpo  MICYMKH motoro 2022 poky MpPaBOBOTO PEKUMY
TisUTEHOCTI ciryxom y 2021 pori BOEHHOT'O CTaHy BiJIOBITHO 1O 3aKOHY

Vkpainn «IIpo 3aTBepkeHHsA VYKasy
IIpe3nnenTa Vkpainn «IIpo

3aTBEP/PKEHHS  BOEHHOTO CTaHy B
VYxpainn» Bin 24.02.2022 poxy Ne 2102-
IX Ta Vxkazy Ilpesumenra Ykpainu Bix
24.02.2022 poxy Ne 64/203 «Ilpo
BBE/ICHHS BOEHHOTO CTaHy B YKpaiHi» (i3
3MiHam#), 25 mroToro 2022 poKy BUCTYII
TomoBu epxmikenyx6u P. Icaenko 3
nyOJiYHUM ~ 3BITOM  IIPO  MiACYMKH
TisoTbHOCTI ciyxOu y 2021 pomi He
BimOyBcsa. OmHak, Ha odimiiHOMY caiTi




Jepxitikcmyxon 3a MTOCHJIAaHHSIM
https://www.dls.gov.ua/dicls_news/25-
%d0%bb%d1%8e%d1%82%d0%be%d0
%b3%d0%be-2022-
%d1%80%d0%be%d0%ba%d1%83-
%d0%b2%d1%96%d0%b4%d0%b1%d1
%83%d0%b4%d0%b5%d1%82%d1%8c
%d1%81%d1%8f-
%d0%b%d1%83%d0%hb1%d0%bb%d1
%96%d1%87%d0%bd%d0%b8%d0%hb9
-%d0%b7/ omny6mikoBano IlyOsiumwmii
3BiT [onoBm  Jlepkiikcimy:xOu — mpo
MJICYMKH JSUTBHOCTI ciy:k6ou 'y 2021
poIIi Uit 03HAHOMIJICHHSI TIPEICTABHUKIB
I'pomancekoi pagu mpu Jepxitrikcmyxoi,
npodiIbHUX TPOMAACHKUX 00’ €THAHb,
oprasisaiii poOOTOMaBIliB, BUPOOHUKIB
JTKapchKUX  3aco0iB, MpPEACTaBHUKIB
Ccy0’€KTIB TOCIOJApIOBaHHS, 110 MarOTh
JineH3ii Ha MPOBAKEHHS TOCIIOAAPCHKOT
JUSUTBHOCTI 3 MEAWYHOI TPAaKTHKH, a
TaKOXXK 3 TIPEICTABHUKAMHU CYO €KTIB
rOCTIOJAPIOBAHHS, 110 MAIOTh JIIIIEH311 Ha
MPOBaPKEHHS TOCIIOAAPCHKOT TisSUTBHOCTI
3 BHPOOHHIITBA JIIKapChKUX 3aco0iB,
onToBoi Ta  po3ApiOHOI  TOPTiBIi
TKapChKUMH 3acobamu, IMITOPTY
JTKapchKUX 3aco0iB  (KpIM  aKTUBHHUX
(hapmaneBTHIHUX IHTPE/TIEHTIB),
eKcIepTiB (hapMaleBTUYHOT ranysi.

2. BumiproBaHHSI BIUIMBY PeryJIlOBaHHA HA Cy0’€KTIiB MaJIOro MiANPUEMHHUITBA
(Mikpo- Ta maJi):

KUIBKICTh CYO’€KTIB MaJioro MiANPUEMHUIITBA, HA SKUX MOIIUPIOETHCS
perymtoBanHs: 15529 (oauHMIb), Y TOMY YHCIl Majoro MIANPHEMHHUIITBA 5628
(onuHMIB) Ta MikporianpueMHUIITBA 9901 (oauHUIIB);

nMToMa Bara CyO’€KTIB Majoro MiANPUEMHHULITBA Yy 3arajibHIi KiJIbKOCTI
CyO’€KTIB rOCHOJIaPIOBAHHS, HA KUX Mpo0jemMa crpaiisie BILUIUB 56,44 (B1ICOTKIB)
(BigmoBigHO 10 Tabmuii «OiiHka BIUIMBY Ha cdepy IHTEpeciB CyO’ €KTIB
rocrofaproBaHHs» JAojatka 1 g0 MeroauKd TPOBENCHHS aHalli3y BIUIUBY
PEryJIATOPHOTO aKTa).

3. Po3paxyHok BHTpPAT CY0’€KTIB MAaJIOr0 MiANPUEMHULTBA Ha
BHUKOHAHHS BUMOI PeryJJl0BaHHA

Io- HaiiMenyBaHHSI OLIHKH Y nepumuii pik Ilepiogu4Hni Burparu 3a
PAIKO (craproBuii pik | (32 HACTYIIHUH | II’'SITh POKIiB
BUI1 BIIPOBA/I’)KCHHA piK)
HOMeEp peryJjroBaHHA)

Ouinka «npAMHUX» BHTPAT CY0’€KTIB Maja0ro mniANPHUEMHUITBA HA BHUKOHAHHS



https://www.dls.gov.ua/dicls_news/25-%d0%bb%d1%8e%d1%82%d0%be%d0%b3%d0%be-2022-%d1%80%d0%be%d0%ba%d1%83-%d0%b2%d1%96%d0%b4%d0%b1%d1%83%d0%b4%d0%b5%d1%82%d1%8c%d1%81%d1%8f-%d0%bf%d1%83%d0%b1%d0%bb%d1%96%d1%87%d0%bd%d0%b8%d0%b9-%d0%b7/
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https://www.dls.gov.ua/dicls_news/25-%d0%bb%d1%8e%d1%82%d0%be%d0%b3%d0%be-2022-%d1%80%d0%be%d0%ba%d1%83-%d0%b2%d1%96%d0%b4%d0%b1%d1%83%d0%b4%d0%b5%d1%82%d1%8c%d1%81%d1%8f-%d0%bf%d1%83%d0%b1%d0%bb%d1%96%d1%87%d0%bd%d0%b8%d0%b9-%d0%b7/
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https://www.dls.gov.ua/dicls_news/25-%d0%bb%d1%8e%d1%82%d0%be%d0%b3%d0%be-2022-%d1%80%d0%be%d0%ba%d1%83-%d0%b2%d1%96%d0%b4%d0%b1%d1%83%d0%b4%d0%b5%d1%82%d1%8c%d1%81%d1%8f-%d0%bf%d1%83%d0%b1%d0%bb%d1%96%d1%87%d0%bd%d0%b8%d0%b9-%d0%b7/

peryJiloBaHHs

1.

[Tpundannas HEOOX1JHOTO
oOnasiHaHHA (npuctpois,
MalIlliH, MEXaH13MIB)
Qopmyna:

KIIbKICMb He0OXIOHUX 0OUHUYb
obnaonanns X  eapmicmo
00uHuUYI

He Tiepea0adeHo

HE
nepenoaueHo

HE
nepenoaueHo

[Iponienypu moBipku Ta/abo
MIOCTaHOBKH Ha BiJIMOBITHUI
O0JIK y  BHU3HAUCHOMY
oprasi Jiep>kKaBHO1 BIIaJld YU
MICIICBOTO CAMOBPSITyBaHHS
Dopmyna:

npsami eumpamu Ha npoyeoypu
noeipKu (nposedenns
NEePBUHHO20 O0OCMEICEeHHs) 8
opeani Oepocasnoi enaou +
gumpamu yacy Ha npoyeoypy
001iKy (na 0OUHUYIO
obnaonanns) X eapmicms uacy
¢y ’ekma Manoz2o
nionpuemHuymea (3apobimua
niama) X oyiHOUHA KINbKiCMb
npoyedyp o6niky 3a pik) X
KIIbKICMb HeoOXIOHUX 0OUHUYb
001a0OHAHHS 00HOMY CYO '€KmMYy
Mano2o NiONPUEMHUYMBA

0,00
(BUTpaTn
BIJICYTHI)

0,00
(BUTpatu
BIJICYTHI)

0,00
(BUTpaTH
BIJICYTHI)

[Ipouenypu  excruryatariii
oOJIagHaHHA
(excruryaTariiHi BUTpPATH -
BUTpaTHI MaTepiajm)
Dopmyna:

OYIHKa sumpam Ha
ekcnayamayito  001AOHAHHA
(6umpamni  mamepiaiu ma
pecypcu Ha 0OUHUYIO
obnaonanna  Ha  pik) X
KIIbKICMb HeoOXIOHUX 0OUHUYb
001a0HaHHA 0OHOMY CY0 €kmy
Mano2o NiONPUEMHUYMBA

0,00
(Butparu
BIJICYTHI)

0,00
(BUTpatu
BIJICYTHI)

0,00
(BUTpatu
BIJICYTHI)

[Ipouenypu
00CIyroByBaHHS
0o01agHaHHS
00CIyroByBaHHs)
Dopmyna:

(TexHiuHE

0,00

rpH./mic.(cepenH
S BapTICTh

OCIyT

TEXHIYHOTO

3

0,00 rpH.

0,00
rpu.+0,00
rpH. X 4
poku = 0,00
TpH.




OYiHKa eapmocmi npoyeoypu
00C1Y208Y8aHHA  0ONAOHAHHSA
(Ha oounuyto obnaonanms) X

KLIbKICmb npoyeoyp
MEeXHIUHO20  00CIY208Y8AHHS
Ha piK Ha O0OUHUYIO
obnaonanna X KLIbKiCmb
HeoOXIOHUX 00UHUYb

001a0HaKH 0OHOMY CY0 €kmy
Mano2o NIONPUEMHUYMBEA

*Po3paxyHOK HE HPOBOJUBCH,

OCKIJIbKH, 3aKyMiBIIs
JOJJATKOBOTO OOJaJHAHHS YU
J0JIATKOBE TEXHOJIOTIYHE

o0CITyroByBaHHs O0OJIaHAHHS
Cy0’€KTaMHU TOCIIOaPIOBAHHSI
HE Tiepe10aueHo.

00CITyTOBYyBaHHS
PPO I1ICO B
Mmicsip) X 12
micamB X 1
OJIMHUITIO

(cepenns

kubkictb ~ PPO

ma oxuoro C\I;
3a pe3ysibTaTaMu
KOHCYJIbTaLlli) =
0,00 rpH.

Bumpamu Ha
BUKOHAHHSA BUMO2
Dpe2yiamopHo2o
akma  6paxo6ami
nio yac
OMPUMAHHSL
cyo’exkmamu
20CN00aprO8anHsl
AlYeH3ii Ha
NPOBAOIHCEHHSL
20CN00APCHKOL
oisinbHOCmi 3
MeOuyHoi
npaKmuKu
8i0N0BIOHO 00
Jliyenzitinux ymos
NpPOBAOI’CEHHS
20CN00apchKoi
OisibHoCmi 3
MeouuHoi
NpaKmuxu,
3amMeepOHCeHUX
NOCMAHOB0I0
Kabinemy
Minicmpis
Ykpainu 6i0 2
bepesnsa 2016 poxy
Ne 285 (i3
3MIHaMU), ma
AIYeH3ii Ha
NpPOBAOIHCEHHSL
20Ccn00apcbkoi
OisinbHOCmI 3
8UPOOHUYMEA
JIKAPCbKUX
3acobis, onmogoi
ma PO30pIiOHOT
mopeieni




AIKAPCOKUMU
3acobamu,
imMnopmy
JIKAPCbKUX
3acobis (kpim
AKMUBHUX
Gapmayesmuunux
iHepedienmis),
8I0N0BIOHO 00
Jiyensitinux ymos
NPOBAOIHCEHHSL
20CN00AapCchKoi
OisinbHOCmI 3
8UPOOHUYMEA
AIKAPCOKUX

3acobis, onmogol
ma PO30pIiOHOT

mopziéni
AIKAPCOKUMU
3acobamu,
imMnopmy
AIKAPCLKUX
3acobis (Kpim
AKMUBHUX
GapmayesmuuHux
iHepedienmis),
3amMeepOHCeHUX
NOCMAHOB0I0
Kabinemy
Minicmpis
Ykpainu 6io 30
aucmonaoa 2016
poky Ne 929 (iz
SMIHaMU),

30Kpema, wWooo

BUMO2

3aKOH00A8CMBA

cghepi obiey

AIKAPCOKUX

3acobis.
[H111 mpouenypwu: 0,00 rpH. 0,00 rpH.
Pa3omMm, rpuBeHb 0,00 rpH. 0,00 rpH.
Qopmyna:
(cyma psoxie 1 +2 + 3 +4 +
5)
Kinbkictsb cy6’exTiB | 15529 15529
rocroJaprOBaHHs, 10




IMIOBUHHI BHKOHATH BHMOI'H
pPeTryjItoBaHHsd, OAUHUIb.

CymapHo, TpUBEHb

Qopmyna:

8I0N0GIOHUL CMoenuuK
“pazsom” X KLIbKiCMb
cyo’exmis Manozo

NIONPUEMHUYMBA, WO NOBUHHI

BUKOHAMU sUMO2U
peeynogeanus  (psdok 6 X
PpAooK 7)

0,00 rp.

0,00 rpH.

Ouinka BapToCTi agMiHICTPATUBHUX NpoLeayp cy0’€KTiB MAJI0ro miANPUEMHUITBA
11010 BUKOHAHHSI Pery/JII0BaHHsI TA 3BiTYBaHHS

9. [Ipouenypu orpuMmanHs | 1 rox. (uac, sxuit | 0,00 40,46  rpH.
NnepBUHHOI 1H(GOpMaLii Npo | BUTpAYaAEeThCs /T | (IPUIYIIEHO, (BuTpatu Ha
BUMOTH PEryJIIOBaHHS Ha MOIIYK | 1110 Cy0’€KT | MOIIyK
Dopmyna: MIOCTaHOBU B | TOCTIOJIapIOBaH | MOCTAHOBU B
suUmMpamu 4acy Ha Ompumanis | Mmepexxi IHTepHeT | Hd OJHOPa30BO | MEpExi
iHgpopmayii npo peeyniosanns, | 1 o3HailomitoeTh | [nTepuer) +
ompumants. HeoOXionux $opM | osmaitomnenns 3 | cs 3 Bumoramu | (0,00 TpH.
ma 3ai60K X 6apmicmo 4acy | . 3a | perymoBaHHsa) | (BUTpaTd Ha
¢y ’ekma Manoeo

: : pe3ynbTaTamu TIOTITYK
nionpuemHuymea (3apodimua .
) o KOHCyJbTaIii) X MOCTAaHOBU B
niama) X oyiHOuHa KilbKicmb 40.46 )
dopm 46 TpH. Mepexi
(Bapricth 1 uacy [aTepuer vy
poboTu HACTYITHHUHA
BUXO/ISIYU 13 pik) X 4
HOpMHU POOOUYOTO POKH) =
yacy Ha 2023 40,46 rpH.
pik) =
40,46 rpH.

10. [Tpouenypu opranizaiii | 3 roa. (uac, skuit | 0,00 rpH. 121,38 rpH.
BUKOHAHHS BUMOT | BUTPAYa€ThCS (BuTpatn Ha
perytoBaHHs cy0’exktaMu  Ha pO3po0IIeHHS
Dopmyna: po3poOIeHHS Ta Ta
gumpamu wacy Ha | BIpOBa)KCHHS BIIPOBAaKCH
pO3pobaeHHs. ma | pEyTpimHix HS
8NPOBAOIICEHHS  GHYMPIUHIX npomenyp) X BHYTpIlIHiX
0{1}1 cy6’ekma Manozo | 40 46 rpu. X 1 npoeayp y
niONpUEMHUYMBEA Npoyeodyp Ha N

npouenypa NEepIINN PIK)
8NPOBAOICEHHS gumoe | .
. (1HCTpyKTax + (0,00 rpH.
peeymosanns X eapmicmo t :
uacy cy6'exma  Manozo EpamBHI/IKlB) (BUTpatu Ha
nionpuemHuymea  (3apobimua | ~ 121,38 rps. po3polIIeHHs!
Ta

naiama) X oyiHouHa KinbKicmb




BHYMPIWHIX Npoyeoyp

*TIpouenypu opraxizarii
BUKOHAHHS BHAMOT
peryIItoBaHHS CTOCYIOThCH,
30KpeMa, PO3po0KH,
y3TO/DKCHHS Ta 3a0e3MeYeHHS
BIJIITOBITHOCTI MpOILIECiB
CHCTEMH YNPABIIHHA SKICTIO.

BIIPOBAJI’KEH
HS
BHYTPIIIHIX
poueayp y
HACTYITHUH
pik) X 4
POKH)

= 121,38 rpH.

11.

[Ipouenypu odimiiiHOro
3BITYBaHHS*

Qopmyna:

BUMPAMU YACY HA OMPUMAHHSL
iHpopmayii  npo  nopsodox
36iMy8aHHA wooo
pezynoeanHs, OMPUMAHHSL
HeoOXiOHUX ¢opm ma
BUZHAYEHHS opeany, wo
npuimae 38imu ma micys
3gimHocmi + eumpamu uacy
HAa 3aN0BHEHHs 36IMHUX Gopm
+ eumpamu uacy na nepeoayy
36imHUX  Gopm (okpemo 3a
3acobamu nepeoaui
ingpopmayii 3 OYIHKOIO
Kitbkocmi  cy0’ekmis,  wo
KOpUCMYIOMbCS dopmamu
3ac00i6 — OKpemo eNeKmpoHHa
38IMHICMY, 36IMHICMb 00
Op2amny, NowmosuUM 38 A3KOM
mowo) + oyinka eumpam uacy
Ha  KopecyeaHusi  (OYiHKa
NPUPOOHO20 DPi6HS NOMUJIOK))
X eapmicms uwacy cy6’ekma
Manoz2o RIONPUEMHUYMEA
(3apobimna niama) X
OYIHOYHA KibKicmb
OPURIHATILHUX 36imig X
KiIbKicmb nepiodié 36ImMHOCHI
3a pik

*Po3paxyHOK HE MPOBOJIUBCH,
OCKIJIBKH, 3BITYBaHHS
Cy0’€KTIB TOCIIOJJapIOBaHHS HE
nepeadayeHo

0,00
(BuTparu
BIJICYTHI)

0,00
(BuTparu
BIJICYTHI)

0,00
(BuTparu
BIJICYTHI)

12.

[Ipouenypu LI0J10
3a0e3mneueHHs nporecy
MepeBipoK

8 roxa.(yac, KU
BUTPAYAETHCS HA

320e3MeYCHHS

323,68 rpH.
(BuTpaTH Ha
Ha




Qopmyna:

sumpamu yacy Ha
3a6e3neyenns npoyecy
nepesipok 3 OoKy

KOHmMponiow4ux opeanie X
gapmicme  uacy  cyb’ekma
Manoz2o nIONpUEMHUYMBA
(3apobimna niama) X
OYIHOYHA KINbKICMb Nepesipox
3a pik

MPOIECY
MIEPEBIPKH ) X
40,46 TpH.
(BapticTh 1 wacy
pobotu
BUXOJISTYU 3
MIHIMJIBHOT
3apo0iTHOT

wiatu B 2023
pomi)X 1 ocoba
X 1 mepeBipka B
pik = 323,68
rpH.*

*BooHouac,
sumpamu w000
3a6e3neyenns
npoyecy nepesipox
ons @izuunux ma
OpUOUYHUX  0CiO
epaxosaui nio yac
OMPUMAHHSL
AIYeH3ii Ha
NpPOBAOIICEHHS
20CN00apchKoi
oisibHoCmi 3
MeouuHoi
nPaAKmuKu
8I0N0GIOHO 00
Jliyensitinux ymos
NPOBAOIHCEHHSL
20Ccn00apcbkoi
OisinbHOCmI 3
MeOuyHoi
npaKmuxu,
3aMEepOAHCEeHUX
NOCMAHOB80I0
Kabinemy
Minicmpis
Vipainu 6io 02
bepesns 2016 poky
Ne 285 (i3
3MIHaMU), ma
AIYeH3ii Ha
NpPOBAOIHCEHHSL
20Ccn00apcbkoi
OisinbHOCmI 3
8UPOOHUYMEA
JIKAPCbKUX

3acobi8, onmoeoi

3a0e3MeYeHH
s TMpoLesypH
NEPEBIPKU Y
NEepIINN PIK)

+ (323,68
TpH.
(BuTpatn Ha
3a0e3neueHH
s TpoLEenypH
NEPEBIPKU Y
HaCTyIIHUUI
pik) X 4
POKH)
=1618,40
TpH.




ma PO30pibHOT

mop2ieni
AIKAPCOKUMU
3acobamu,
imMnopmy
JIKAPCbKUX
3acobis (kpim
AKMUBHUX
Gapmayesmuunux
iHepedienmis),
8I0N0BIOHO 00
Jliyensitinux ymos
NPOBAOIHCEHHS
20CN00AapcbKoi
oisinbHOCmi 3
8UPOOHUYMEA
AIKAPCOKUX

3acobie, onmogol
ma PO30pIiObHOT

mopzieni
AIKAPCOKUMU
3acobamu,
imMnopmy
AIKAPCLKUX
3acobis (Kpim
AKMUBHUX
GapmayesmuuHux
iHepedienmia),
3ameepOHCeHUX
NOCMAHOB0I0
Kabinemy
Minicmpis
Yrpainu 6io 30.11.
2016 Ne 929 (iz
SMIHAMU),
30Kpema, wooo
8UMO2
3aKoH00aécmea y
cqhepi oobicy
AIKAPCOKUX
3acobie ma
HasAeHoCMI
Ynosnosaoicenoi
ocobu.

13.

[H1M1 Mponeypu:

0,00 rpH.

0,00 rpH.

14.

Pasowm, rpuBens
Qopmyna:

(cyma paokie 9 + 10 + 11 +

485,52 rpH.

1780,24 rpH.




10

12 + 13)

15. Kinpkicte cy6’ektiB Mamoro | 15529 15529
M1IMTPUEMHUIITBA, o
TMOBUHHI BUKOHATH BHMOTH
pETyJIOBaHHS, OJIMHUIIb.

16. CymapHo, TpUBEHb 7539640,08 rpa. | X 27645346,96
Dopmyna: T'PH.
8I0N0BIOHULL CMOBNYUK
“pazom” X KLIbKiCmb
cyo ’exmis Manozo
RIONPUEMHUYMBA, WO NOBUHHI
BUKOHAMU suUMO2U
peecyniogeanns (psdoxk 14 X
paook 15)

TIpumiTku:

1. Y po3paxyHky BapTocTi 1 yacy poOOTH BUKOPHCTaHO MiHIMaJlbHY 3apO0iTHY IUIaTy y MOTOJMHHOMY PO3MIipi, siKa
BianoBigHo 1o 3akony Ykpainu «Ilpo [lepxaBuuii OromkeT Ykpainu Ha 2023 piky», 3 01 ciyns 2023 poky CTaHOBUTH
— 40,46 rpusHi. [[xepeno otpumanHs iHpopmaiii: https://zakon.rada.gov.ua/laws/show/2710-20#Text.

2. IlpumymieHo, Mo KiUIbKICTbh Cy0’€KTiB TOCIIOJapIOBaHHs, 110 MOBUHHI BUKOHATH BUMOTH PETYNIOBAHHS Y TMEPIIHA
pik (crapTOBMII piK BIPOBAJDKEHHS pETYJIIOBaHHs), Ta HACTYNHUH pIK JOPIBHIOE KIJIBKOCTI CYO’€KTIiB
rOCIOapIOBaHHs, M0 3IIMCHIOITh TOCMOJAPCHKY MISUTBHICTE 3 BHPOOHHMIITBA JIKAPCHKUX 3aco0iB, OMTOBOI Ta
pPO3/IpiOHOT TOPTiBII JIIKAPCHKUMH 3aco0aMH, IMITOPTY JIIKApChKHX 3ac0o0iB (KpiM aKTUBHUX (papMaleBTHIHUX
IHTPEIIEHTIB) 3a TAaHUMH BimomocTelt JIineH3iitHoro peecTpy 3 BUPOOHUIITBA JTIKApChKUX 3ac00iB (B yMOBaXxX amlTeKH),
onToBO1 Ta po3apioHOi TopriBii JI3 ctanoM Ha 01 aumHs 2022 poky, a TaKOX KITBKICTh CYO’ €KTiB rOCTIOJapIOBaHHS,
IO 3IiMCHIOIOTH TOCHIONAPCHKY IiSUNTBHICTh 3 MEIUYHOI MPAKTHKH, 3a NTaHUMH BimoMocteil JlineHsiitHoro peectpy 3
MEIIUYHOT MIPaKTHKH CTaHOM Ha 01 JIATTHSA 2022. Jxepeno OTpUMAaHHS iHhopmarrii:
http://lims.dls.gov.ua/CRV/LicenseList.aspx?g=crv.

3. Iudopmaris mpo po3Mip dYacy, SKHH BHTPAYaEThCA Cy0’€KTaMd Ha OTpHMaHHS 3a3HaveHol iHdopmarii €
OLIIHOYHOO, T2 OTPUMaHa 3a pe3yJIbTaTaMH MOoIepeHbO IPOBEICHUX KOHCYIbTAIIH.

BrogkeTHi BUTpPaTH HA aAMIHICTPYBaHHS PeryJl0BaHHSA €y0’€KTIiB MaJIOT0
MiANPUEMHUITBA

Jlep>xaBHUIT Oprad, JUisi SIKOTO PO3PAaxXyHOK BapTOCTI aaMIHICTpYBaHHS
perymtoBanHs: JlepkaBHa ciyx0a YKpaiHU 3 JIKapChKHX 3acO0IB Ta KOHTPOJIO 3a
HapKOTHKAMH.

IMpoueaypa Il1anoBi Baprictb Omninka Omninka Burparu na
pery/jiioBaHHsi | BUTPaTH qacy KiIbKOCTI | KiIbKOCTI cy0’ek | aamiHicTpyBa
cy0’ekTiB yacy Ha | ciBpOOIiTHH | mpoueayp TiB, 110 HHA
MAaJioro npouenxy Ka OpraHy 3a pik, mo mianaganTL mix peryJiloBaHHA
MiANPUEMHHUIL Py JAepP:KaBHOI | MPUIIAJAI0 Ailo mpouexypu * (3a piK),
TBa BJIAIH Th Ha peryJiloBaHHs rpuBeHb
(po3paxyHoK Ha BiAnmoBigHOI OJIHOT0
OZHOTO THIIOBOTO Kareropii cy0’exra
cy0’ekra .
TocCroJaproBaHHA (3ap06lTHa
Majoro njiara)
MiATPUEMHUIITBA -
3a MoTpedn
OKpEeMO ISt




11

Ccy0’€KTIB Majoro
Ta MIKpO-
M ANPUEMHUIITB)

1. O6mik
cy0’ekTa
rOCHOapIOBaH
HSl, 110
nepebyBae y
chepi
peryJIrOBaHHSL.

0,5
pobouoi
TOJIUHU

67,54 rpH.

15529

524414,33 rpH.

2. llorounuit
KOHTPOJIb 32
cy0’ekTOM
rOCITO/IapIOBaH
HS, 10
nepedbyBae vy
chepi
pETyIIOBaHHS,
Yy TOMY YHCIIi:

KaMepaJibHi

BUI3HI

24
poboui
TOIUHH

67,54 rpH.

15529

25171887,84

IpH.

3. IligroroBka,
3aTBEepPKEHHS
Ta
OTIPAIIOBAHHS
OJIHOTO
OKpPEMOTo aKTa
po
MOPYIIEHHS
BHUMOT
peryntoBaHHs

1 poboua
rofIMHA

67,54 rpH.

15529

1048828,66
TpH.

4. Peanizaiis
OJTHOTO
OKpPEMOTo
pilIEHHs 11[0]10
MOPYIICHHS
BUMOT
peryIroBaHHS

1 poGoua
rOJIMHA

67,54 rpH.

15529

2097657,32
TpH.

5. Ockap>keHHs
OJTHOTO
OKpPEMOro
pIIIeHHS
cy0’exTamu
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rocrnoJaproBaH
Hs

6. Iligroromka | 0,5 67,54 rpH. 1 15529 524414,33 TpH.
3BITHOCTI  3a | poOo4oi
pe3yiabTaTaMu | TOAMHH

peryroBaHHS

7. Inmi | --- - - - -
aJMIHICTpaTUB
HI TpoLEeaypH
(YTOYHHTH): KO
mii,
nepeodopmieH
Hs1, TyOmikar

Pazowm 3a pik X X X X 29367202,48
TPH.

Cymapno 3a | X X X X 146836012,40

I’ SITh POKIB IpH.

* BapricTh BHUTpaT, TOB’S3aHUX 3 aqMIHICTPYBaHHSIM IIPOLIECY PETYJIOBAHHS JEpP>KaBHUMU
OpraHaMH, BU3HAYA€THCS IUIAXOM MHOXCHHS (PaKTHYHHX BUTPAT 4Yacy MEPCOHAIY Ha 3apoOiTHY
TUIATy CIeIiaicTa BiIMOBIHOI KBaTi(iKalii Ta Ha KiJTbKICTh Cy0’€KTiB, O MiAMANAI0Th i 0
IPOLICAYPH PETYIIIOBAHHS, Ta HA KUIBKICTh IPOLICAYP 3a PiK.

JlepxaBHEe peryjioBaHHsS He TMependadyae YTBOPEHHS HOBOTO JEP)KABHOTO
oprany (a00 HOBOT'O CTPYKTYPHOTO MiIPO3LTY J1F0YOTO OpraHy).

4. Po3paxyHOK CyMapHHUX BHUTPAT Cy0’€KTiB MaJIOro miNPUEMHHUITBA,
10 BUHUKAKTh HA BUKOHAHHSI BUMOT PeryJIl0BaHHS

Ne IHoka3Huk IHepmmii pik 3a ’gaTh poKiB
3/m peryJroBaHHS
(ctapToBuii)
1. | Ominka «mpsamux» BuUTpar cy6’ekrtiB | 0,00 rpH. 0,00 rpH.
Majoro i IPHEMHHIITBA Ha

BHUKOHAHHA PCryJIOBAHHSA

2. | Ominka BaprocTi anmiHictpatuBHuX | 7 539 640,08 rpu | 27 645 346,96
nporieAyp s CyO’€KTIB  MaJjioro I'pH
HiANPUEMHUIITBA IOJI0 BUKOHAHHS
peryJitoBaHHs Ta 3BITYBaHHS

3. | Cymapsi BUTpaTH mazoro | 7 539 640,08 rpa | 27 645 346,96
HiANPUEMHUIITBA  HA  BHUKOHAHHS TpH
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3aIIaHOBAHOTO PETYJIFOBAHHS

4. | bromxkerHi BUTpATH Ha | 29367202,48 rpu. | 146836012,40
aJIMiHICTPYBaHHS pEryIIOBaHHS IPH.
cy0’€KTIB MaJIOTO MiAMPUEMHHUIITBA

5. |Cymapui Butpatu Ha BuKoHaHHsA |36 906 842,56 | 174 481 359,36
3aIJTAaHOBAHOTO PETYJIOBAHHS TpH TpH.

5. Po3po0/ieHHsI KOPUry4ux (Mom’siKiyBaJbHMX) 3aX0IB JJIS MAJIOro
NiANPUEMHHUITBA 010 3ANIPONIOHOBAHOI0 PeryJII0BaHHA

Kopuryroui (rmom’sKimyBaibH1) 3aX0Id I MaJIOr0 MHiAIPHUEMHHUIITBA IIOJI0
3alPOIIOHOBAHOTO PETYIIOBAaHHS HE PO3POOJSIMCA TaK SK, 3alpOBaKCHHS
3a3HAYCHHUX 3aXOJiB OyAe¢ CHPHATH IOCHUJICHHIO KOHTPOJIIO 3a SKICTIO JIKApCHKUX
3ac001B; 3a0€3MEUYCHHIO HAJICKHUX YMOB 30€piraHHsl JiKapChbKUX 3aCO01B MiJ Yac ix
TPaHCIIOPTYBaHHSA Ta  30epiraHHsd;, HEIONYIICHHIO  PO3IMOBCIOKCHHS  Ta
3aCTOCYBaHHS HESKICHUX, (adbCU(IKOBAHUX JIIKAPCHKUX 3aC00IB Ta JIKAPCHKUX
3aco0iB, TEPMIH NMPUAATHOCTI SKUX MHHYB; 3a0€3MCUCHHIO TAIlI€EHTIB SIKICHUMH Ta
O€3MEeYHNMU JTIKAPCHKUMHU 3ac00aMU; 3MCHIIICHHIO BUTPAT Ha JIIKyBaHHS TAIlI€EHTIB

BHACJIIOK 3MEHIIICHHS PU3UKY 3aCTOCYBAHHS HESIKICHHUX JIIKAPChKHUX 3aC001B.

IHoka3Huk CymapHi BuTpaTn CymapHi BuTpaTu
MAaJIoro MaJIoro
NiANPUEMHHUIITBA HA NiANPUEMHHUIITBA HA
BUKOHAHHA BUKOHAHHA
3aMJIAHOBAHOIO 3aMJIAHOBAHOIO
peryJiloBaHHs 3a peryJiloBaHHs 3a ’Th
NepIInH piK, (PUBEHD POKiB, TPMBEHb
3aniaHoBaHe 36 906 842,56 rpu 174 481 359,36 rpH
peryJItOBaHHS
3a yMOB 3aCTOCYBaHHSI 0,00 rpH. 0,00 rpH.
KOMIIEHCATOPHUX
MEXaHI13MiB JJI1 MaJIOTO
i IMTPUEMHHIITBA
Cymapso: 3mina Baptocti | 0,00 rpH. 0,00 rpH.

PETYIIIOBaHHS MaJIOTO
i IITPUEMHHIITBA




